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REPORTS 


TO THE READER 


ABA Meeting 


The Second Annual Meeting of the 
Division on Food, Drug and Cosmetic 
Section of Corporation, 
Business Law of the 
American Bar Association, which met 
jointly with the Canadian Bar Asso- 
ciation, was held in Washington, D. C., 
on September 20 and 21. 


Law, in the 
Banking and 


About the Authors 


H. Thomas Austern opened the ABA 
September 21, with the 
clever verbal “Genus Homo— 
Species Administratus.” The author, 
who is a member of the law firm of 
Covington, Burling, Rublee, O’Brian & 
Shorb in Washington, D. C., has been 
a JOURNAL contributor for the past 
member of the 


program on 
essay 


three and is a 
JournaL Editorial Advisory Board. 


years, 


Another food, drug, and cosmetic law 
expert on the ABA program was James 
M. Best, General Counsel for the 
Quaker Oats Company and a JOURNAL 
contributor. Mr. Best was previously 
a member of the law firm of Balhatchet 
& Best in 1927-1930, an associate in 
the law firm of Kirkland, Fleming, 
Green, Martin & Ellis in 1931-1932, and 
an attorney for the Reconstruction 
Finance Corporation in charge of litiga- 
tion in Chicago in 1932-1935. He has 


Reports to the Reader 


The October Foop Druc CosmMerk 
Law JOURNAL contained the papers by 
the Canadian, English, and United 
States drug, and cosmetic law 
officials. In this issue appear the re- 
mainder of the papers delivered at the 
meeting by other specialists in tht field 
of food, drug, 


‘ 
or d 
i al, 


and cosmetic law. 


been an attorney for the Quaker Oats 
Company since 1935. 

Mr. Best was reelected Secretary of 
the Division of Food, Drug and Cos- 


metic Law at the recent ABA meeting. 


Walton M. Wheeler, Jr., Secretary 
and General Counsel for Eli Lilly and 
Company in Indianapolis, is a member of 
the JouRNAL Editorial Advisory Board. 


Eugene M. Elson, a Californian, is 
engaged in a private practice, a prin- 
cipal part of which is devoted to legal 
problems in the food, drug, and cos- 
metic field 

Having graduated from Southwestern 
University, Los Angeles, with the 
degree of LL. B. in 1930, Mr. Elson 
served as a part-time instructor in law 
at his alma mater. In addition, he was 


junior partner in the firm of Pease, 
Dolley and Elson from 1930 to 1933. 
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In 1933, he was appointed Deputy At- 
torney General of the State of Cali- 
fornia, which position he held until he 
resigned to enter private practice in 1944. 

At the coming California State Bar 
Convention, Mr. Elson is to be the 
Chairman or Moderator of the first 
special panel on food, drug, and cos- 
metic law, which he organized. 


Bradshaw Mintener, Vice President 
and General Counsel of Pillsbury Mills, 
Inc., is a well-known authority on the 
subject of product liability, which was 
the topic of his paper before the ABA 
meeting. 

Mr. Mintener attended Harvard Law 
School from 1926 to 1927, and the Uni- 
versity of Minnesota Law School, where 
he received an LL. B. degree in 1929. 
His undergraduate years were spent at 
Yale, where he received his B. A. in 
1923, and at Oxford University, England 
from 1923 to 1926. 

In 1929, he began a general practice 
of law with the firm of Cobb, Hoke, 
Benson, Krause & Faegre in Minneapolis. 
From 1929 to 1935, he was an instructor 
at the Minnesota College of Law. He 
has been associated with Pillsbury 
Mills, Inc. since 1933. 

Mr. Mintener is a member of the 
Editorial Advisory Board of the Foop 
Druc Cosmetic Law JourNAL, and has 
been a frequent contributor since the 
founding of the magazine. 

The fifth and last in the series by 
Fred B. Linton on food and drug law 





leaders appears in this month’s Jour- 
NAL. This series, gleaned from the 
author’s long association with the Bu- 
reau of Chemistry and the Food and 
Drug Administrajion, have proved to 
be of great interest. 

From 1902 to 1944, Mr. Linton pre- 
pared the press releases and other 
informational material relating to the 
enforcement of the Federal food and 
drug laws; compiled manuals on the 
work of food and drug inspectors; 
wrote articles for the press, magazines, 
and trade papers on food and drug law 
operations; and for twenty years edited 
the Food and Drug Review, a confiden- 
tial publication which circulates only 
among Federal, state, and city food and 
drug law enforcement officials. 

The article by Edward M. Barrett 
in this issue was written while he was 
a member of the New York University 
Food Law Program. He was graduated 
from Princeton University in 1942, with 
the degree of Bachelor of Science in en- 
gineering, having majored in electrical 
engineering. For the next three and 
one-half years, he served in the Signal 
Corps and the Air Corps of the United 
States Army. After the war, he was 
employed as an engineer by a public 
utility while he attended Brooklyn Law 
School at night. He was graduated 
from law school and was admitted to 
the New York State Bar in 1949. He is 
now associated with the law firm of 
Bernard Remsen Millham & Bowdish 
in New York City. 











In the Federal Trade 


Antihistamine Preparations. — Eight 
companies have entered into stipulation 
agreements, in Stipulations 8042-8049, 
to discontinue representing that their 
antihistamine preparations will cure or 
prevent the common cold. The agree- 
ments do not prevent them from ad- 
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Commission 


vertising that the preparations are 
beneficial in the treatment of the com- 
mon cold symptoms, and that they are 
safe if directions on the label are fol- 
lowed. The preparations involved are: 
Previcol, St. Joseph Anti-Histamine 
Tablets, Historal, Pinex Antihistamine 
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Tablets, Histonex, A-H Anti-Histamine 
Tablets, Orastin, and C-B Anti-Hista- 
mine Tablets. 

Other Medicinal Preparations.—False 
and misleading advertising of a medi- 
cinal preparation designated O-M Tablets 
is prohibited by an order issued in 
FTC Docket 5591. Representations 
banned by the order are to the effect 
that O-M Tablets will effectively re- 
lieve gas caused by constipation, im- 
prove or strengthen the _ digestive 
processes, increase the rapidity of di- 
gestion, or impart to the stomach a 
feeling of ease or comfort; that “feeling 
bad” and “unnatural feelings,” when 
due to constipation, can be effectively 
treated by the use of O-M Tablets 
beyond the temporary relief of bowel 
evacuation. 


Stipulations were accepted from the 
three companies manufacturing Hick’s 
Liquid Capudine, Bromo-Seltzer, Dr. 
Miles Liquid Nervine, Dr. Miles Nervine 
Tablets, and Dr. Miles Anti-Pain Pills, 
in which they separately agreed not to 
disseminate advertisements which fail 
to reveal that persons who take the 
products shall “follow the label” and 
“avoid excessive use.” The complaints 
in FTC Dockets 4852, 4854, and 4993, 
which had charged false advertising of 
the preparations, were dismissed with- 
out prejudice. Commissioner Ayres 
dissented from the majority action in 
the stipulation-agreement procedure and 
the order of dismissal. 


According to the terms of Stipulation 
8065, representations that Oral Iodocer 
and Intravenous Indocer possess thera- 
peutic properties comparable to those 
of sulfa drugs, penicillin, or strepto- 
mycin, and that they are of therapeutic 
value in treating a variety of conditions 
are to be discontinued. Another product, 
Endotens, will no longer be _ repre- 
sented as being an effective treatment 
for hypertension or the complications 
thereof. 


Soap.—Representations that a soap 
is made exclusively of olive oil have 
been ordered to cease in FTC Docket 
5653, unless the entire oil content of 
the soap is olive oil. The claim that 
any soap product not containing signifi- 
cant quantities of olive oil is made with 
or contains olive oil is also banned. 


Cosmetics.—Sterling Drug, Inc. has 
been ordered by the Commission in 
FTC Docket 5441 to stop deceptive 
advertising in connection with the sale 
of Phillips Milk of Magnesia Cleansing 
Cream and Phillips Milk of Magnesia 
Skin Cream. Representations that the 
creams will keep the skin free of en- 
larged pores, that they will control the 
oiliness of the skin, that they will keep 
the skin free of dry, scaly roughness, 
or that they will have any beneficial 
effect on dry, rough skin in excess of 
temporarily masking or removing the 
scales or softening the skin when the 
roughness or dryness is due to external 
causes. 


Hair Preparation.—A hair prepara- 
tion, L. B. Hair Oil, will no longer be 
represented as having any beneficial 
therapeutic effect in the treatment of 
dandruff, in Stipulation 8055. The seller 
agrees to discontinue claims that the 
preparation has any therapeutic effect 
in the prevention or cure of dry or 
itching scalp; that it penetrates the 
scalp or has any effect on the function- 
ing of the scalp, the pores of the scalp 
or hair follicles; that it restores natural 
oils to the hair; that it protects the 
health of the hair; or that it has a 
beneficial therapeutic effect in prevent- 
ing falling hair. 

Representations that a preparation 
sold under the trade name Shemano’s 
Hair and Scalp Method will prevent 
baldness, stop falling hair, regrow hair, 
or have a beneficial effect on a dry scalp 
condition will be discontinued in Stipu- 
lation 8057. 
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In the Food and Drug Administration 


Antibiotic Regulations.—A_ recent 
amendment of the antibiotic regulations 
provides for changes in the sterility test 
for sodium penicillin and penicillin in 
oil and wax; for changes in the potency 
test for penicillin sulfonamide powder, 
aluminum penicillin tablets, crystalline 
penicillin for inhalation therapy, ephe- 
drine penicillin, ephedrine penicillin 
tablets, aureomycin hydrochloride, aure- 
omycin ointment, aureomycin troches, 
aureomycin capsules, aureomycin dental 
paste, chloramphenicol, bacitracin, baci- 
tracin ointment, and bacitracin tablets; 
for changes in the potency, pyrogens, 
and toxicity tests for procaine penicillin 
and procaine penicillin for aqueous in- 
jection; for a change in the term “unit” 
as applied to bacitracin (21 CFR 141). 

Standards for Ice Cream.—The hear- 
ing for the purpose of taking additional 
evidence for use in the formulation of 
definitions and standards of identity for 
ice cream, frozen custard, sherbet, 
water ices, and related foods, originally 
scheduled to commence on November 
13, has been postponed to January 8, 
1951 (21 CFR 20). 


Insulin.—The regulations concerning 
the certification of batches of drugs 
composed wholly or partly of insulin 
have been amended to delete standards 
and tests and methods of assay for 
globin zinc insulin and the test for 
biological activity of the supernatant 
liquid of NPH insulin. Also, the 
quantity and strength of the sample of 
a trial dilution of insulin to be sub- 
mitted by persons requesting certifica- 
tion have been changed to conform to 
requirements of the biological assay 
of insulin U. S. P. in the latest official 
United States Pharmacopeia, and the 
test for isophane ratio has been revised 
to permit increased precision (21 CFR 
144) 

Pyridoxine in Foods.—The labels of 


foods for special dietary uses containing 
the vitamin pyridoxine are no longer 
required to bear a statement to the effect 
that the need in human nutrition for 
pyridoxine has not been established 


(FDA Letter, October 1950; CCH Foop 


In the Department of Agriculture 


The National Food Situation.— Food 
consumption per person in the United 
States is likely to be somewhat higher 
next year than in any of the last three 
years. Supplies of most foods will be 
a little larger but will not keep up with 
accelerated consumer demand, Accord- 
ingly, food prices can be expected to 
rise moderately before mid-year (Bu- 
reau of Agricultural Economics Report, 
October 31). 


The Fruit Situation—Demand for 
fruit in 1951 is expected to be stronger 
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than in 1950. But if average weather 
prevails, total production of fruit in 


1951 will be moderately larger than this 
vear, and grower prices may average 
around levels of 1950. Demand for 
fresh fruit in 1951 probably will be 
moderately stronger than in_ 1950. 
Because of smaller packs of canned and 
dried fruits in 1950 and the likelihood 
of small stocks at the beginning of the 
1951 pack season, demand of processors 
for fruit for canning and drying may 


(Continued on page 798.) 
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GENUS HOMO- 
Species Administratus 


BY H. THOMAS AUSTERN 
OF COVINGTON, BURLING, 
RUBLEE, O'BRIAN & SHORB 


WHAT KIND OF PERSON IS AN ADMINISTRATIVE OFFICIAL 
IN A FEDERAL AGENCY? FIRST OF ALL, A HUMAN BEING 
QUITE LIKE THE REST OF US, SAYS THE AUTHOR 


OME YEARS AGO a young lawyer employed in one of our Fed- 

S eral administrative agencies, who incidentally happened to be the 

son of a prominent churchman, visited his home town of Boston. 

He was invited to a reception given by a famous old dowager, who 

unfortunately was both quite deaf and reluctant to employ any hear- 
ing aid. 

The alert young man was introduced to her with the remark, 
“John works for the government in Washington.” The old lady cupped 
her hand to her ear and nodded vigorously. Her informant continued 
by casually adding, “You know, he is the son of our bishop.” 


> 


“Yes,” said the delightfully deaf old lady, “I understand they all are.’ 
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Untortunately, this Yankee acerbity in talking about administra- 
tive officers is only too common. I have not seen any case in which 
calling a man a “bureaucrat” has been deemed per se slanderous. Yet 
invective has characterized discussion of administrative activity on 
both sides of the Atlantic for many years. 

The verbal pitch was early and most eloquently sounded by Lord 
Hewart, who spoke of “bureaucratic encroachment” and “the manifesta- 
tions of the new despotism.” Here at home, lawyers and publicists 
have been no less caustic. Twelve years ago Dean Landis noted that 
the literature of the administrative process “abounds with fulmination.” 

In addition to necessary and desirable criticism, inveighing against 
administrative abuse has been an ever popular pastime at bar associa- 
tion meetings. And the legislative road that ended in the Adminis- 
trative Procedure Act of 1946 was filled with polemical bumps and a 
great many big stones concreted largely out of name-calling. 

This morning, you may be relieved to hear, I do not propose to 
deal with the substance of these questions: with the wisdom or the 
need for broad delegation; with the subtleties of our American doctrine 
of separation of powers; with the intellectual immolation now seem- 
ingly required of a trial examiner; with the legal thrust of a statutory 
standard; with the concept of implied repeal, or with what the English 
have so aptly dubbed a Henry VIII clause, by which an administrative 
officer can freely disregard any prior statute. Many others, properly 
qualified, have written on these questions, most of them at some length. 


I should like today rather to enlist your interest in some of the 
human qualities, and a few of the every-day problems of an administra- 
tive officer. Necessarily, I approach this subject with restraint, if not 
with caution. I have never been an administrative officer in a Federal 
agency. But one need not jest at scars, merely because he has never 
felt a Congressional stab. 

I can offer as my only excuse for perhaps impertinent comment a 
sense of sympathy that I have occasionally felt in observing the work 
of administrators over a considerable period of time. This has ranged 
from the quiet Hoover days, through the screeching of the NRA Blue 
Eagle, has seen the birth and judicial weaning of a number of the newer 
Federal agencies, and more recently, has encountered the strenuous 
activity of the WPB, the OPA, and the other nonmilitary administra- 
tive agencies which were concerned in the war effort. 
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Another reason for a private practitioner venturing into this 
dangerous area perhaps lies in the coerced reticence of my subjects. 
Except before Congressional appropriation committees, administrative 
officers seldom extol their own virtues or discuss their intimate opera- 
tions. For whatever they say is more than likely to turn up later as 
part of some lawyer’s brief. The Federal Trade Commission has 
become painfully acquainted with this phenomenon in its pronounce- 
ments on pricing, and the Secretary of Agriculture made the same dis- 
covery in the famous Morgan cases. Indeed, as Dr. Dunbar noted 
yesterday, some of our Food and Drug Administration friends in this 
very room only last year were vigorously cross-examined in the 
Mytinger case as to how much of each other’s official writings they 
viewed with a jaundiced eye or simply took on faith. 

Even outside the courtroom, many of the things lawyers say 
about administrative officers often reflect what Mr. Justice Frankfurter 
has called the— 

practice long familiar in . . . Anglo-American litigation whereby unsuc- 
cessful litigants and lawyers give vent to their disappointment in tavern or press. 

Hence I ask your indulgence in a few observations, offered perhaps 
in too light a vein, and yet with serious undertones, about these men 
so often invidiously called “bureaucrats.” In prefatory self-defense, 
I must of course insist that nothing I may say has any specific applica- 
tion to any administrative officer, lawyer or otherwise, in the Food 
and Drug Administration. As long as we can, I suppose each of us 
wants to continue to do business professionally with the Food and 
Drug Administration. Still there can be some proper and not impolite 
curiosity. 

What kind of a fellow is an administrative official in a Federal 
agency? Behind the facade of formal language, what is he like, and 
how does he work? Aside from the dodging of legal arrows, aimed 
at nullifying his work as “arbitrary, oppressive, and capricious,” what 
are some of the probably more realistic restraints upon action, or even 
impediments to doing a good job? 


Administrators as Human Beings 


Perhaps the first generalization is that no generalizations are valid. 
For it is too often forgotten that the men and women in an administra- 
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tive agency are human beings. Fred Linton has painted a vivid picture 
of Dr. Wiley whose interest in food was not merely administrative. 
As a friend is reported to have said, “To see him eat an eight-course 
dinner was an exaltation.” 


In recent years, moreover, many writers, have made the point 
that judges are first of all men, then lawyers, and only much later do 
they achieve the sanctity and omniscience of the bench. With this 
had come the realization that judges are not detached beings, having 
an ethereal pipeline to something called the Higher Law, but remain 
subject to mortal emotions and limitations. This recent humanizing 
of our judges needs to be contrasted, I think, with the notion that all 
administrative officials are inherently tyrannical, passionately per- 
sonalized in their: judgments, and always avidly seeking power. 

Obviously, they are none of these. The plain fact is that adminis- 
trative officials are human beings quite like, and, more important, as 
different among themselves as the rest of us. They have good or bad 
digestions. Some play bridge; some detest it. Many are happily 
married; some are less fortunate. Most relish a good joke; others are 
glumly grim. Over all, they appear to have an uncommon amount of 
fortitude, and, I suppose, the average share of folly. 

Any objective reporter would also observe that these agency 
fellows are endowed with greater or lesser intellectual prowess, blessed 
with more or less education, and operate with highly varying degrees 
of assiduousness in doing their assigned work. 

What is odd about that? A similar cross-section of humanity 
could be found in any organized group; in any corporation, in any 
educational institution, paramountly in Congress, and if I may be 
forgiven an heretical streak, probably in any law office. Nor need I 
remind you that this group of men and women in government work 
is relatively poorly paid compared with any similar groups in industry. 
Despite this, they compare well in quality, and vary equally in capacity, 
or in their force as well as their foibles, with any cross-section in the 
industries they are called upon to regulate. 

As in any outside group, none are perfect ; some are ineffective, and 
a few are patently misfitted for their tasks. Yet emotion and even 
prejudice, manifested in conduct, are no more prevalent in an adminis- 
trative agency group than in the export department of a large com- 
pany or the English department of a college. On the whole, because 
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they work in government, I venture to suggest that these men are 
more, rather than less, restrained in how they act. 

Robert Browning once prayed, “Oh, Lord, make no more giants 
but elevate the human race.” Perhaps comparatives of this kind are 
therefore invalid and unilluminating. Yet in terms of restrafnt or 
arrogance in conduct, I shudder to think what the enforcement of 
some of our administrative statutes might be, if by some miracle, the 
executives in the regulated industries were overnight made responsible 
for their administration. 

Those of us who saw the NRA in operation, and some aspects of 
the recent War Production Board, soon came to realize that the brass 
buttons on some business executives, suddenly entrusted with govern- 
mental powers, were always bigger and shinier, and attached to more 
parts of their clothing than those on the most maligned old-time 
administrator. 

There may be some, however, who still lament that so many of 
these administrators who make and apply the rules are not lawyers. 
Surprisingly, this is not an insurmountable barrier to wisdom. On 
another occasion I have mentioned the nostalgic resentment of many 
lawyers over the intrusion into the job of government of chemists, 
bacteriologists, nutritionists, economists, sanitary engineers, doctors 
both medical and philosophical, and a host of other experts. Of course, 
however skilled they may be, none of these specialists ought to be 
given the position of top dog. While bar associations endure, that 
position, as is right, must be reserved for lawyers. As George Russell 
once remarked, “These other interloping experts should remain on tap, 
not on top.” 

But they cannot be neglected in any examination of an administra- 
tive agency. Despite the Morgan and Mytinger cases, these nonlegal 
experts play their parts in institutional decisions. Still I doubt whether 
differently phrased diplomas spell vastly different human beings. Even 
a sanitary engineer may have a love life, and Ph.D.’s have been known 
to have prejudices. The point remains that these things are no dif- 


ferent in or out of government. 


‘‘Politics’’ in Administrative Agencies 


But, some will immediately ask, “What about politics?” It is not 
a calumny on anyone to admit that in all administrative agencies 
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there is, realistically and inevitably, a fair share of politics. But as 
Humpty Dumpty said, when I use the word “politics,” I want it to 
have the meaning I give to it. Within this definition there are neces- 
sarily two kinds of politics in an administrative agency. 

The first is internal. It encompasses loyalty to the organization, 
adherence to its policies, and that interplay of one human being upon 
another which again characterizes all organized activity. 

Let’s be frank about it. These administrative fellows, by and 
large, are absorbed in their jobs. They believe in the rightness of the 
institution with which they are associated and the purposes of the 
statutes with which they deal. They find it more pleasant to associate 
with those who hold similar views. They like many of their fellow 
workers, and dislike others, solely because, as was said of Dr. Fell, 
“They simply like them not or like them well.” 

This inwardness and absorption with a particular official world is 
a form of politics. But it can hardly be criticized. For in a collegiate 
institution it has been called love of alma mater. In a military group 
it has been called esprit de corps. In a business enterprise I have 
heard it termed loyalty and dependability, and in a teen-age secondary 
school, I am told it is called “not being a drip.” 

The other form of politics, peculiar to Federal administrative 
agencies, is external. Almost every Monday morning we read in the 
newspaper of the misfortunates of some administrative officer who has 
not been politically sagacious in his relations with Congress. Funda- 
mentally, every Federal agency has to be politically alert to what 
Washingtonians refer to as “the Hill.” 

There are 435 Congressmen and 96 Senators who spend a good part of 
the year in Washington. Writing to one’s Congressman is a great 
American institution. Indeed, experience demonstrates that it is not 
a bad one. But Congressmen have to do something with this mail, 
and it is not an uncommon practice for a Congressman to write to the 
administrative agency concerned with the constituent’s complaint. 
No one will be surprised, I hope, to learn that whatever else is done 
in a Federal administrative agency, Congressional mail is always 
answered promptly. Some agencies are reported to have a firm three- 
day rule. 

Admittedly, this is again politics. But I think it is politics in an 
excellent sense. Some administrative agencies of course are the bene- 
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ficiaries of specific and continuous official supervision by special Con- 
gressional committees. These special committees usually have active 
technical and legal staffs. One of the intriguing things in the present 
session of Congress has been the recognition in official publications 
that the appropriate name for these groups is a “Watchdog Committee.” 


Informal Congressional Supervision 


Yet wholly apart from these watchdog committees, the informal 
and individual Congressional supervision and scrutiny of executive 
activity, provoked by letters from home, is very often more rigorous, 
prompt, and effective in restraining, and sometimes in impeding, 
administrative action. 


As lawyers, we are often obsessed, and properly so, with the mak- 
ing of an adequate record in the event of court appeal. Some of you 
may now and then have a sanguine feeling about the possibilities of 
success in the judicial review of administrative action. In the food 
and drug field, experience teaches that in any appellate court the peti- 
tioner seems to come to bat with two strikes on him. But whatever 
may be the scope of judicial review, I venture to suggest that it is far 
less effective, and hardly as pervasive or persuasive, in preventing 
unreasonable administrative action than is this constant barrage of 
Congressional inquiries which must be answered. 


The basic reason is not difficult to find. Congress controls the 
purse strings. The hypnotism which some Congressmen can exercise 
over some agencies is not unlike that which some clients exercise over 
some lawyers. I do not mean to suggest that either quite plays Trilby. 
But there are many who will testify that an irritated or unsatisfied 
Congressman sometimes can wield an influence upon an administra- 
tive budget vastly out of proportion to either his prestige or the 
importance of the question on which he was never satisfied. 


The Congressional appropriation power, in addition, engenders 
an annual survey of overall agency activities. “Operation Budget” 
must be as familiar to anyone in a large corporation, or in a state 
university, as it is in a Federal administrative agency. There is the 
fine art of justifying the amounts requested, and this is often equally 
well developed outside of government, and probably takes as much 
time and necessary skill. I am also confident that the delicate balance 
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required, in asking enough so that you can survive a vigorous cut, and 
yet not quite overdoing the inflation, is sought in other fields of human 
endeavor, notably, I am told, by spendthrift wives. 

Perhaps all of these things sound strangely alien to our friends 
from Canada. Last year at St. Louis, Mr. Curran, and yesterday 
Dr. Morrell, told us how regulations are formulated in the Dominion. 
Not the least strange thing in the Canadian procedure was the negligible 
part which lawyers seemed to play in it. Canadian law embodies a 
governmental device, called an “Order in Council.” As far as I can 
discover, this unfortunately affords little scope for holding hearings, 
evolving lengthy transcripts, filing exceptions, writing briefs, or other 
time-consuming and financially fruitful legal activities. So I suppose 
that administrators in Canada must be faultless human beings, and 
that apprehensions never exist as to what members of Parliament may 
say or do. 

Objectives of Administrators 


What, in the last analysis, is the real driving force in the daily 
work of Federal administrative officers? Without adulation, many 
have suggested that it is basically the desire to do a good job. You 
may immediately respond by saying that in these days of high income 
taxes, this same sense of doing a good job is the only real reward left 
to a private lawyer. In government, however, the problem of excessive 
income taxes is usually nonexistent. Yet it is not always easy to do 
a good job in government. Peculiarly, the opportunities for doing so 
are not so wide open as they are elsewhere. Inherently, there is much 
red tape. There is the necessity for complying with rigid procedures, 
many of them responsive to what you and I have insisted upon as 
statutory safeguards. 

Compliance often prevents full and informal exposition of well 
developed reasoning and sound judgment. Perhaps the best example 
is the fundamental paradox in food standard-making. There is sup- 
posed to be an expert evaluation, but there is also the requirement that 
only evidence of record may be considered., Very often the gap in a 
record precludes the administrative officer from doing the complete 
job which someone on the outside might achieve because he is not 
subjected to the confines of such a rigid procedure. 

By and large, these men and women who bear the official label of 
administrative officers, and often suffer the catcalls of bureaucrat, 
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prosecutor, and other terms more profane than polite, find that doing 
what they profoundly believe to be in the public interest is an extremely 
gratifying reward. To paraphrase Judge Hitz, it is the essence of 
their job that though they may often be in error, they can seldom afford 
to be in doubt about their basic objectives. 


What, then, should be our attitude toward this group which I have 
so inadequately portrayed, and I hope not caricatured. At the least, 
we ought to have an occasional feeling of sympathy, even though it is 
interspersed with disappointment and chagrin when powers of persua- 
sion prove ineffective. 

Perhaps as lawyers it is our direct responsibility to develop a 
better public understanding of the administrative process. For | 
suspect that administrative regulation and adjudication will be with 
us in an ever increasing scope. Even while recognizing its limitations 
and remaining cognizant of its dangers, we might still strive to dis 
sipate the erroneous notion that every administrative officer is probably 
an ogre and necessarily a bureaucrat. 

Finaily, we ought not, I suggest, ever be loath to offer helpful 
criticism. It has been the experience of most that an administrative 
officer doesn’t mind honest and forthright criticism. There is often a 
direct correlation between their degree of effectiveness and the wel- 
come they extend to those who in good faith voice objections either 
to what is done or to how it is done. Consequently, I leave with you 
the thought that it is probably a duty, even while registering sympathy, 
to continue that constant and exacting surveillance which it is the 
privilege of the lawyer to exercise on all of those with whom he deals. 


[The End] 


Fluoridation Studies 


Sodium fluoride, added to the public water supply, will 
substantially reduce dental decay in children, and the reduc- 
tion is greatest when fluoride water is used continuously from 
birth, according to Surgeon General Leonard A. Scheele of the 

| Public Health Service (Federal Security Agency Release B3, 
October 27, 1950). 
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OME YEARS AGO a quantity of corn meal, 
S which was manufactured in July and August, 

was shipped from a midwestern plant to Salt 
Lake City and was placed in storage in the manu- 
facturer’s warehouse on September 6. On September 
26, it was delivered to a customer in San Francisco. 
On December 18, it was seized by the Federal Food and 
Drug Administration; the libel charged short weight. 
The manufacturer filed a claim and obtained an order 








of court permitting the taking of samples. These py james M. BEST 
samples were delivered to a firm of independent con- GENERAL COUNSEL, 
sulting chemists who weighed them gross, tare, and THE QUAKER OATS 
net and made moisture tests by the accepted vacuum COMPANY 





oven method. Their findings showed the average net 
weight of product to be 23.74 ounces; that is, about 14 ounce under- 
weight, with an average moisture content of 11.51 per cent. The net 
weight calculated to 14 per cent moisture was 24.33 ounces, which was 
well above the 24-ounce (1 lb. 8 oz.) declared weight of the product. 
The Federal standards for corn meal * now permit 15 per cent moisture. 
If calculated to 15 per cent moisture, the net weight would, of course, 
have been even greater. 


While the libel action was pending, a preliminary hearing was held 
pursuant to Section 305 of the Act to determine whether or not criminal 
proceedings would be instituted. Asa consequence, all of the pertinent 
facts were brought out and counsel for the manufacturer subsequently 
wrote to the Food and Drug Administration requesting dismissal of 
the libel proceedings on the basis of the evidence disclosed in the Sec- 
tion 305 hearing. The then Assistant General Counsel for the Food 
and Drug Administration replied to the manufacturer’s attorneys as 
follows: 

Reference is made to your letter of October 10, relative to the cases of 
United States v. Certain Quantities of Corn Meal. 


Representatives of the Food and Drug Administration of this Agency have 
reviewed the findings upon which seizure recommendation was based and are 





112 Federal Register 3107, Section 15.500; 
CCH FOOD DRUG COSMETIC LAW RE- 
PORTS { 2424. 
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THE PRESENT FEDERAL REGULATION RECOGNIZES VARI- 
ATIONS IN WEIGHT OCCURRING ONLY AFTER THE FOOD 
IS SHIPPED IN INTERSTATE COMMERCE. THE AUTHOR 
HAS A CORRECTING RECOMMENDATION 








still convinced that they are in a position to prove that this shipment was short 
weight on the dates on which it was introduced into interstate commerce at Salt 
Lake City, Utah. Your plea for dismissal of the libel on the grounds that the shortage 
of weight is due to loss in moisture cannot be given consideration because the permis- 
sible variations in declared weights due to moisture loss apply only where moisture 
loss occurs after the article is shipped in interstate commerce, as set forth in regula- 
tion (k) (1) under Section 403 (e) of the Federal Food, Drug, and Cosmetic Act, 
a copy of which is enclosed. 


This letter was indeed in accord with the regulation cited * which reads 
as follows: 

Variations from the stated weight or measure shall be permitted when caused 
by ordinary and customary exposure, after the food is introduced into interstate 


commerce, to conditions which normally occur in good distribution practice and 
which unavoidably result in change of weight or measure. 


Thus it appears that if the manufacturer had warehoused the corn 
meal in a humid area where there would have been little moisture loss 
the product would have been lawful, but because it was warehoused in 
arid Salt Lake City it became unlawful. This paper will not be con- 
cerned with questions such as whether the food had come to rest at 
the Salt Lake City warehouse of the manufacturer so that shipment 
from there across state lines to the eventual customer constituted a 





2? Section 2.008 (k) (1) of Regulations. 
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new interstate shipment, or whether the temporary warehousing at 
Salt Lake City was but a step in the unbroken flow of interstate com- 
merce from the mill to the eventual customer. We shall look only into 
the fundamental problem of variance in weight due to loss of moisture. 
The issue is whether the current regulation recognizing variations 
caused by ordinary and customary exposure only after the food is 
introduced into interstate commerce is in accord with Section 403 (e) (2) 
of the Act.* 


History of Federal Laws and Regulations 


As usual, history is helpful. The original Federal Food and Drugs 
Act of 1906 did not require a declaration of the net weight of the con- 
tents but required only that, if it was stated, the declaration be made 
plainly and correctly on the outside of the package.*. Regulations 
under this Act authorized variations if the manufacturer elected to 
declare the net weight. Those regulations indicated, however, that 
where there was short weight because of lack of moisture there still 
must have been as many packages above weight.’ In 1913, the Gould 
Amendment “ was enacted, which required declaration of the weight, 
measure or numerical count and provided that reasonable variations 
should be permitted and tolerances and exemptions should be estab- 


lished by rules and regulations. Following adoption of the Gould 





printed, it shall be a plain and correct 


Section 403: 
statement of the average net weight. 


“A food shall be deemed to be mis- oe 
branded— “(b) A reasonable variation from the 
a : : ; ve SS stated weight for individual packages is 
(e) If in package form unless it bears yermissible, provided this variation is as 


a label containing... 

(2) an accurate statement of the quan- 
tity of the contents in terms of weight. 
measure, or numerical count: 

**Provided, That under clause (2) of this 
paragraph reasonable variations shall be 
permitted, and exemptions as to small 
packages shall be established, by regula- 
tions prescribed by the Secretary.” 

‘Section 8 of the Federal Food and Drug 
Act of 1906 provided: 

‘In the case of food: ... 

“Third. If in package form, and the con- 
tents are stated in terms of weight or 
measure, they are not plainly and correctly 
stated on the outside of the package."’ 

5 Those regulations read in part as fol- 
lows: 

‘‘(a) A statement of the weight or meas- 
ure of the food contained in a package is 
not required. If any such statement is 
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often above as below the weight or volume 
stated. This variation shall be determined 
by the inspector from the changes in the 
humidity of the atmosphere, from the 
exposure of the package to evaporation or 
to absorption of water, and the reasonable 
variations which attend the filling and 
weighing or measuring of a package.”’ 

* Amending Section 8 of the 1906 Act to 
read: 

“In the case of food: ... 

“Third. If in package form, the quan- 
tity of the contents be not plainly and 
conspicuously marked on the outside of 
the package in terms of weight, measure 
or numerical count: Provided, however. 
That reasonable variations shall be per- 
mitted, and tolerances and also exemptions 
as to small packages shall be established 
by rules and regulations made in accord- 
ance with the provisions of Section three 
of this act."’ 
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Amendment, regulations were promulgated‘ explicitly recognizing 
discrepancies in weight or measure due exclusively to differences in 
atmospheric conditions in various places, without limitation as to when 
or where occurring. In 1930, the constitutionality of the Gould Amend- 
ment was attacked in the case of United States v. Shreveport Grain and 
Elevator Company.” The defendant that under the 
Gould Amendment the Secretary had authority only to make regula- 


also contended 


tions as to tolerances and exemptions and not as to variations and that 
the House and Senate committees agreed with this view. The Supreme 
Court replied that the committee reports do not control where the 
statute itself is clear.” Actually, however, the court had to change the 


punctuation of the statute to arrive at its result. The court held: 


Che effect of the provision assailed is to define an offense, but with directions 
to make supplementary rules 
which their 


to those charged with the administration of the act 
and regulations allowing reasonable 
variety and need of detailed statement it was impractical for Congress to prescribe 
The effect of the proviso is evident and legitimate, namely, to prevent the em 
barrassment and hardship which might result from a too literal and minute en- 
same time offending against its purposes 


Variations because of 


forcement of the act, without at the 


The Food, Drug, and Cosmetic Act of 1938 requires “an accurate 
statement of the quantity of the contents in terms of weight, measure 
was not used in the Gould Amend- 


or numerical count.” “Accurate” 


ment. word “tolerances” 


The present law has also eliminated the 
appearing in the proviso, possibly because the Administration never 


However, Mr. Walter 


Campbell, former Commissioner of Food and Drugs, testified at the 


found it advisable to establish any tolerances. 


Senate Hearings that the proviso proposed for the 1938 Act was the 
existing law.'® 
I believe the law as it was under the Gould Amendment and as it 


is today is well stated in United States v. Kraft Phenix Cheese Corpora 








Regulation 26 read in part as follows 
(i) The following tolerances and varia- 
tions from the quantity of the contents 
marked on the package shall be allowed 
**(3) Discrepancies in weight or measure 
due exclusively to differences in atmos- 
pheric conditions in various places and 
which unavoidably result from the ordinary 
and customary exposure of the packages to 
evaporation or to absorption of water. 
“The reasonableness of discrepancies 
under class (3) of this paragraph will be 
determined on the facts in each case."’ 


*46 F. (2d) 354, 287 U. S. 77 (1932) 
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®*To the same effect is United States 1 
Centralia Dairy Company, 60 F. (2d) 141 
(1932), where the court held that the rea 
sonable variation proviso was not part of 
the definition of the offense of misbranding 
but a directive as to the exercise of ad- 
ministrative power. See also 30 Op. Atty 
Gen. 222 (1913). stating that under the 
section administrative rules are to be 
promulgated specifically defining reason- 
able variations 


” Dunn, Federal Food, 
metic Act, pp. 1071, 1166 


Druaga. and Cos 
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tion ™ decided by the District Court for the Southern District of New 
York in 1936. The action was a criminal proceeding. The defendant 
sold cheese in packages marked “14 lb. net weight.” Out of 60 packages 
selected at random, 59 were underweight, one was overweight, and the 
average deficiency was about 4% of an ounce. The information filed 
against the defendant charged misbranding. The government rested 
and the defendant moved for a directed verdict. The government con- 
tended that it made a case when it showed a deficiency in weight. The 
defendant contended that the proviso made it incumbent upon the 
government to show that variations were unreasonable and that the 
tolerances proved were not within the degrees permitted by the regula- 
tions. The government answered that the proviso merely vested in 
the departments a discretion as to when they would or would not 
The court held: 


We may dismiss the notion that the act was innocuous, but became criminal 
as and when the government chose to stamp it as such. Aside from the ex post 
facto character of such a determination, there is no room in our system of gov- 
ernment for the exercise of any such power. The assertion, then, that any 
governmental department is vested with the power, in its discretion, to place or 
withhold the stamp of criminality upon an act after it has been committed, is 
wholly untenable. If this defendant committed a crime, it did it before 
the government determined to prosecute. It must have done so, if it were to be 
liable to prosecution at all. So then we are at once confronted with the problem 
as to the bearing of the proviso. 

It cannot be questioned that had the section been devoid of its proviso, then 
any deficiency in weight, however small, would have been criminal, We need 
not go to the extreme of holding that any excess would also have been criminal, 
even though no such distinction appears in the text. But the proviso is there, 
and the proviso is expressed categorically: “reasonable variations shall be per- 
mitted.” Permitted by whom? By the departments, says the government. By 
the jury, says the defendant. “Tolerances” are to be established by departmental 
rules and regulations; and presumably these tolerances are to determine the limits 
of reasonable variations; but whether so established or not, reasonable variations must 
be permitted. 

I hold, then, that if the deficiency in the shipments in question did not exceed 
the reasonable variations or tolerances established by the government, then no 
offense was committed within the purview of the act. 

It is the further contention of the government that the matter of the reason- 
ableness of the variation is for the defense to establish, and that the government 
makes out its case when it shows a discrepancy between the actual and the stated 


prosecute. 





case the court apparently believed that the 


"18 F. Supp. 60 (1936). A _ different 
manufacturer should make allowance for 


opinion, however, is expressed in a libel 


action entitled United States v. 462 Bags 
of Flour, 8 F. Supp. 79 (1934) decided by 
the District Court, Western District, 
Loulsiana, Lake Charles Division. In this 
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loss of weight because of drying out; in 
other words, overpack or understate the 
weight at the time of packing. 
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weight. On this question, also, no light is furnished by way of decisions. I can 
only say that on a close reading of the text, I am of the opinion that the proviso 
is imbedded in the prohibition; that is, that the offense is limited by the proviso. 
If this reading be correct, then the duty of the government is to establish the 
existence of the offense, as limited by the proviso; that is to say, the government 
must go further, and show that the deficiencies in question transcended the 
tolerances granted under the rule. 


The Federal Regulation Is Unrealistic 


There are no reported decisions construing the proviso in Sec- 
tion 403 (e) (2) of the 1938 Act. But since, as stated by Mr. Campbell, 
the law has not been changed, we inquire, why have the regulations 
been materially altered so that now the Administration will recognize 
variances caused by ordinary and customary exposure only after the 
food is introduced into interstate commerce? I can find no jurisdic- 
tional reason. 


There are probably three broad classes of products that might be 
involved: namely, canned goods which have a high moisture content, 
meat and dairy products which contain considerable moisture and are 
usually only wrapped or packaged, and cereals such as flour and corn 
meal which are essentially dry with normal moisture not exceeding 
15 per cent. As to canned goods, a leading can manufacturer has 
informed me that weighing is generally on a basis of observing fill of 
container. After hermetic sealing, moisture loss is not possible. Accord- 
ingly, variation of weight after packing is not a problem in the industry 
and the proviso is not considered to be even applicable. With respect 
to meat and dairy products and to cereals as well, the only effect of the 
regulation refusing recognition of reasonable variances due to moisture 
loss prior to shipment is to curtail floor stocks. 


The regulation is unrealistic in not recognizing that the product 
may go into the manufacturer’s floor stocks at his plant or warehouse 
for a period before shipment to customers. Generally, the greatest 
moisture loss occurs within the first two weeks following manufacture, 
so if the product has been in dry storage there is every likelihood that 
some, if not all of it, will be under the declared weight unless the 
moisture loss is taken into account. The effect of the regulation is to 
require that a manufacturer make only so much of a product as he can 
rush into a car for immediate shipment to a customer in another state. 
Wasteful speed of shipment should not be the criterion of whether a 
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product is lawful or not. Good distribution practice recognizes hold- 
ing stocks for a reasonable period in a plant or warehouse. 


Moreover, the Administration does not weigh the product at the 
customer’s plant. The product is weighed sometime after it has com- 
pleted its interstate journey. How, then, except by circumstantial 
evidence does the Administration expect to prove its case that the 
product was underweight at the time of shipment? If the judge or the 
jury chooses to believe such circumstantial evidence, which could well 
be wrong, the net result is that the Administration has completely 
nullified the requirement of the statute that reasonable variances be 
permitted. 


The bakery industry, doubtless the largest consumer of flour, 
recognizes the hygroscopic nature of its raw material. Peter G. Pirrie, 
Editor of the Bakers Weekly, in the April 28, 1947 issue in an article 
entitled “When is Flour Short Weight ?” says, in part: 


Because flour will change in one direction or the other in moisture content, 
depending on the humidity of the atmosphere which has access to it, it has been 
desirable and necessary to set a moisture standard for purposes of supervisory 
and legal control. This moisture standard is 15 percent and all flour weights are 
legally calculated to what they would be if the moisture percentage of the sample 
were 15 percent. The chemist has standardized his method of determining 
moisture content and this method has been accepted by regulatory authorities; 
therefore the entire process is on a legal basis. 

Once the moisture content of the shipment of flour is known, af the tine 
was weighed on receipt at the bakery, and we have a correct net weight figure for 
the flour on receipt at the bakery, the remainder is very simpl 
It is important to note that moisture is to be ascertained, according 
to Mr. Pirrie, at time of receipt of the product. Obviously, it is 
immaterial to the baker whether the moisture loss, if any, occurred 
prior to shipment or in transit. With the permission of Bakers Weekly, 
Mr. Pirrie’s table captioned “True Weight of Flour in 100 Ib. Bags” is 
reproduced on the opposite page. 


The W. E. Long Company, l’roducts Control and Research Lab- 
oratories, Chicago, Illinois, in its Bulletin Number 42 entitled “Ex 
planatory Notes on Flour and Flour Analysis” at page 14, describes 
shrinkage of flour and concludes: 

The shrinkage of flour is often the cause for complaints of short weight on 
the part of the buyer. The mills are generally allowed a shrinkage of 0.5 percent 
or 1 pound per barrel of flour during transit. Flour in 98 pound packages should 


weigh not less than 97.5 pounds when received, while 140 pound packages should 
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This permissible loss in weight of flour 
Due allowance should 
be made for mechanical loss due to damaged sacks or improper handling of 
packages before making a claim for short weight. 


weigh not less than 139.3 pounds net. 
presupposes that the shrinkage is mainly due to drying out. 


Manufacturers’ difficulties created by the present Federal regula- 
tion carry through into state and local enforcement. In matters per- 
taining to food the states generally lag behind the Federal government. 
Many of them still have food laws patterned after the 1906 Federal Act 
and their regulations follow the old Federal regulations issued under 
that Act, as amended by the Gould Amendment. An increasing num- 
ber, however, are changing to a uniform state Food, Drug, and Cos- 
metic Act modeled after the 1938 Federal Act. 


The Problem of State and Municipal Enforcement 


As the states change to the new type of act, state officials will 
examine their existing regulations and make appropriate changes. 
Some of those that have already adopted a new act have used the 
present Federal regulations as their model, just as they used the old 
Federal regulations in the past. This practice doubtless will be fol- 
lowed as additional states change their laws. The unsatisfactory con- 
dition thus created is indicated by the Arkansas regulation '* where 
“interstate commerce” was simply changed to “intrastate commerce.” 
The result is that the Federal government refuses to recognize mois- 
ture loss occurring while the product was in storage before shipment 
in interstate commerce, and Arkansas refuses to recognize moisture 
loss occurring in transit. A comparable situation may exist in Mis- 
souri and Louisiana, where “interstate commerce” in the Federal 
regulation has been changed in the state regulation to “introduced 
into commerce.” Some states such as Florida apparently have realized 
that to limit the variation to a time after the food has been introduced 
into intrastate commerce is not a fair test as their new regulations 
have no such qualification." 





(Food and 





2 Arkansas Regulations 
Drug): 

*‘(g) Where the statement does not ex- 
press the minimum quantity— 

““(1) Variations from the stated weight 
or measure shall be permitted when caused 
by ordinary and customary exposure, after 
the food is introduced into intrastate com- 
merce, to conditions which normally occur 
in good distribution practice and which 
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unavoidably result in change of weight or 
measure."’ 

% Florida Regulation No. 
Goods: 

“The following tolerances and variations 
from the quantity of contents marked on 
the package shall be allowed: 

‘Section A.—Variations from the stated 
weight or measure shall be permitted when 
caused by ordinary and customary expo- 


2—Packaged 
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Unhappily, some of the states with satisfactory food laws or 
weights and measures laws and satisfactory regulations construe them 
in such fashion as to amount to ignoring them, but this is another 
problem which may have to be settled in litigation by a courageous 
manufacturer. For the sake of uniformity and to help end the manu- 
facturer’s jeopardy a proper Federal regulation is necessary; a regu- 
lation which will clearly state that the weight is to be considered as 
at the time of packing and certainly not at the point of consumer pur- 
chase, which is the position taken by some state officials and city 
sealers. The Federal regulation should be recognized by the states 
and municipalities for they cannot regulate interstate commerce in 
conflict with Federal law or policy." Whether or not legally obligated 
to follow the Federal regulation, many of the states, nevertheless, 
endeavor to follow Federal regulations and enforcement policies. Food 
manufacturers may thus be relieved from much needless harassment. 
When full average weight of hygroscopic products is required at the 
point of consumer purchase, Federal and state laws and regulations 
are defied for no variance is permitted. 


Recommendation 


Requiring manufacturers to understate the weight or overpack 
and charge the consumer therefor benefits no one. Consumers are not 
being cheated if the sensible solution, weight at the time of packing, 
recognizing reasonable variations thereafter occurring, is adopted. All 
that is necessary is to drop from the present regulation the words 
“after the food is introduced into interstate commerce” so that the 
regulation will read: 

Variations from the stated weight or measure shall be permitted when caused 
by ordinary and customary exposure to conditions which normally occur in good 


distribution practice and which unavoidably result in change of weight or measure. 


[The End] 











(Footnote 13 continued.) 

sure, after the package is weighed or 
measured, to conditions which normally 
occur in good distribution practice and 
which unavoidably result in change of 
weight or measure. The reasonableness of 


Weights of Hygroscopic Products 


variations will be determined on the facts 
in each case.”" 

“4 The Quaker Oats Company v. City of 
New York, et al., 295 N. Y. 527, 68 N. E. 
(2d) 593 (1946). 
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THE EDUCATIONAL RATHER THAN THE LEGISLATIVE APPROACH 
WILL CORRECT ABUSES IN REFILLING, STATES THE AUTHOR, 
WHO DECRIES THE CONTINUED DRIFT TOWARD ADMINISTRA 
TIVE DRUG CONTROL 





URING THE EARLY YEARS of the Federal Food, Drug, 

and Cosmetic Act, little was heard about the exemption from 

certain labeling requirements conferred by Section 503 (b) in 
respect to drugs sold on prescription. This is now explained by the 
lack of any judicial precedent prior to 1948, recognizing the application 
of the Act to retail transactions after the removal of the interstate 
label.! Following the decision in the famous Sullivan case,? holding 
that a retail druggist violated the Act by removing tablets from an 
interstate package bearing the prescription legend and selling them 
over the counter in a pillbox containing no directions or warnings, the 
Food and Drug Administration announced through an address made 
by the Commissioner to the national convention of the National 
Association of Retail Druggists in Atlantic City in October 1948, that 
all prescription refills violate the Act unless specifically authorized by 
the physician. Since approximately 40 per cent of all prescription 
business in the average pharmacy involves refilling, it is not strange 
that this revised interpretation of the law caused more than a ripple of 


1 American Druggist, March 1949, p. 79 2 United States v. Sullivan, 332 U. S “689 
{CCH FOOD DRUG COSMETIC LAW RE- 


PORTS 7076] 
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consternation in the retail drug trade. The new policy 
s in regard to refills was based upon the Administration’s 
. conception of the meaning of the word “prescription.” 
Under that conception a prescription is the expression 
of the will of a physician that a particular person receive 
a particular quantity of a particular drug to be taken 
over a particular period of time. Accordingly, it 1s 





argued, when a pharmacist fills the original prescrip- 
tion he has discharged his responsibility. The original 
prescription in the files of the pharmacist is likened to a 
canceled check, any any refill thereof would be contrary 











to the will of the physician unless the physician specifically 
authorized it. Thus, any such unauthorized refill would be equivalent 
to a sale over the counter and the package would require labeling 
of the type necessary in connection with sales for unsupervised use. 
Under this theory it goes without saying that the nature of the drug 
is immaterial, the same rule being applicable to drugs commonly 
bearing the prescription legend as to those normally labeled with 
adequate directions for unsupervised use. In expanding upon this 
interpretation of the Act, the Commissioner has suggested that in 
respect of drugs not bearing the prescription legend, the pharmacist, 
if he does not desire to seek approval of a refill from the physician, may 
sell the drug over the counter under its interstate label or repackage 
it under his own label bearing equivalent information.’ In making 
this suggestion, the Commissioner recognizes that the new interpreta 
tion will embarrass pharmacists in their relationship with physicians. 

\greement between the Commissioner and the retail pharmacist 
in regard to this policy was confined to the proposition that the new 
policy caused embarrassment. In fact, the pharmacist was sufficiently 
embarrassed to take his problem to Congress and to seek a broad 
exemption for all products dispensed upon prescription or refills. That 
was the purpose of the original Durham Bill * and the Food and Drug 
Administration opposed it. After months of negotiations between the 
Food and Drug Administration and the National Association of Retail 
Druggists, the revised version of the Durham Bill (H. R. 8904) was 
introduced on June 21, 1950. 





° Drug Topics, April 11, 1949, p. 45. 
*H. R. 4203, introduced April 12, 1949. 
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Purpose of Durham Bill 


The Durham Bill is intended to permit unlimited prescription 
refills of drugs which are safe for unsupervised use and to require 
specific authority from the prescribing physician in respect of refilling 
prescriptions for the following: 


1. Habit-forming drugs. 

2. New drugs, when the application becomes effective on condi- 
tion that the drug be limited to prescription use. 

3. Drugs, as designated by regulation after hearing, which can 
be used safely and effectively only under medical supervision. 


The first question which naturally arises is whether this addi- 
tional legislation is necessary. Admittedly, the present Act, as inter- 
preted by the Administration, is unsatisfactory, but some inquiry 
should be made into the soundness of the views of the Administration 
before assuming that the solution of the current problem requires 
additional legislation. 

Before proceeding with this inquiry, it should be pointed out that 
neither the present Section 503 (b) nor the Durham Bill provides any 
exemption from Section 502 (f) (1) which requires the labels of drugs 
to bear adequate directions for use. But this fact would seem to be 
immaterial. It is submitted that the directions specified in the pre- 
scription and copied on the prescription label are “adequate,” whether 
they relate to the original filling or a refilling of the prescription. They 
are adequate because they are specified by a physician for a particular 
patient. They need not be detailed. This view of the problem appears 
to be more realistic than the apparent view of the Administration that 
its regulations exempt prescription labels from the requirements of 
Section 502 (f) (1) in respect to the original filling but not in respect 
to refills. 


View of the Administration 


As previously explained in this paper, the view of the Administra- 
tion is predicated upon its conception that upon the filling of a pre- 
scription the responsibility of the pharmacist is wholly discharged and 
the prescription itself is of no further validity except as a record of 
the transaction. Is the Administration correct in its contention that 
a prescription is an expression of the will of the physician that a par- 
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ticular patient receive a particular quantity of a particular drug to be 
taken over a particular period of time, and that a refilling of a pre- 
scription without specific approval of the physician is equivalent to a 
sale over the counter and is beyond the scope of the exemption con- 
ferred in Section 503 (b)? The answer to this question may not be 
entirely free from doubt but most of the persuasive arguments appear 
to line up in opposition to the view of the Administration. 


Practice of Refilling Recognized by Congress 


In the first place, the language of Section 503 (b) shows affirma- 
tively that Congress recognized the practice of refilling prescriptions. 
This is clear from the specific provision exempting prescription labels 
from bearing the “Warning—May be Habit Forming” statement (appli- 
cable to Section 502 (d) drugs) if the prescription is marked non- 
refillable or if its refilling is prohibited by law. This special provision 
for Section 502 (d) drugs would not be necessary if the view of the 
Administration is correct that no prescription may be refilled without 
the approval of the physician. We should not assume that in writing 
this special rule for habit-forming drugs Congress was indulging in a 
futile pastime. On the contrary, we must recognize that Congress was 
well aware of the custom of refilling prescriptions, that it acknowl- 
edged the validity of this practice, and that it approved the refilling 
of prescriptions even for habit-forming drugs provided the warning 
statement was employed on the label. It is quite difficult, if not impos- 
sible, to understand the basis for the Administration’s view in the face 
of the clear and plain language of Section 503 (b). 


Percentage of Refill Business 


3ut there are other arguments. Of the total prescription business, 
approximately 40 per cent represents refills.’ While the percentage 
may have been either lower or higher in 1938, when the Act was 
passed, it was nevertheless substantial. The legislative history fails 
to assist in ascribing a meaning to the word “prescription” as used in 
the Act, and Congress must therefore have intended that the word 
have the meaning usually and customarily ascribed to it in the appro- 





5’ Drug Trade News, May 2, 1949, p. 20. 
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priate professional channels. The percentage of refill business to total 
prescription business is adequate proof that it was customary in the 
pharmaceutical profession to regard prescriptions as refillable unless 
marked nonrefillable by the physician. This custom was apparently 
recognized by the Commissioner in explaining the new prescription 


policy.® 


Views of the Medical Profession 


From time immemorial it has been the practice of pharmacists to 
refill prescriptions unless otherwise directed by the physician. The 
medical profession has had knowledge of and, it must be assumed, has 
acquiesced in this custom. If this practice has resulted in the dis- 
pensing of medication not intended by the physician, it is the responsi 
bility of the physician, not the pharmacist. The physician knows that 
a prescription marked “nonrefillable” will not be refilled. He is taught 
this in school and he is reminded of it in medical journals. Thus in 
the textbook Practical Therapeutics by Rehfuss, Albrecht & Price, in 
the section on prescription writing, the following rule appears: 

If you do not want a prescription refilled write on the prescription “Ne Ref: 
tatur” or its abbreviation “Ne Re” or simply in English “Do Not Refill.” 

Again, in an article in the Journal of the American Medical Associ- 
ation by Dr. E. Fullerton Cook entitled “The Importance and Advantages 
of Prescription Writing in Medical Practice,” * the author says, 

If a physician prefers that the prescription shall not be refilled except on his 
order, it is the common practice to add to the prescription the abbreviation 
Non. Rep. and this injunction will be honored by the pharmacist. 

In Essentials of Prescription Writing by Cary Eggleston, M. D., 
Associate Professor of Clinical Medicine, Cornell University Medical 
College, the following language appears: 

The custom of having prescriptions refilled once or many times is very com 
mon, and it is highly advisable for the physician specifically to order that such 
shall not be done in the case of dangerous drugs. Some physicians have such an 
order printed on their prescription blanks, but this is not necessary, as the writing 
of the words, ne repetatur, or the abbreviation, ne rep. in some conspicuous place 
on the prescription will prevent its being refilled.” 

How can the foregoing facts and arguments be brushed aside? 
When the language of the present Act recognizes that prescriptions 





* American Druagist, March 1949, p. 78 ‘Essentials of Prescription Writing, 
7 Journal of the American Medical Asso- pp. 106, 107 
ciation, Vol. 107, pp. 965, 967 
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are customarily refilled and when there is ample proof of an established 
custom recognizing this practice, how can an administrative agency 
reach a conclusion in complete variance with these facts’ This is a 
question that the author cannot answer. 


Perhaps an answer to the problem may be found in a study of the 
background and of the practical problems encountered in the routine 
enforcement of the Act, with particular reference to enforcement at the 


retail level. 


Enforcement of the Act 

Soon after the Act became effective, retail pharmacists began to 
complain that drug manufacturers were avoiding their full labeling 
responsibilities by using the prescription legend on drugs having pri 
marily, if not entirely, an over-the-counter sale. Under the regula 
tions, retailers were forced either to decline to make the sale or to 
relabel the product with adequate directions for nonsupervised use. 
This situation led, in 1944, to the revision of the regulations under 
Section 502 (f) of the Act so as to restrict the use of the prescription 
legend to drugs which could not be safely or effectively used without 
medical supervision. The primary responsibility for selecting such 
drugs was left with the manufacturers, since the Act conferred no 
authority upon the Food and Drug Administration to create classes 
of drugs or to specify the manner in which drugs of each class should 
be labeled and sold. But the implication and result of the regulations, 
when viewed in the light of the remaining subdivisions of Section 502, 
presented the problem of whether a drug which, in fact, is safe and 
efficacious only when used under medical supervision, may be labeled 
for over-the-counter sale without running afoul of Sections 502 (a), 
502 (f), or 502 (j). It appears that the view of the Food and Drug 
Administration is that the Act itself classifies drugs into counter items 
or prescription items on the basis of efficacy and safety following a 
factual determination on a case-by-case, product-by-product basis. If 
this be the proper interpretation of the Act, then obviously the law is 
basically a restrictive sales law; that is, it controls not only the manner 
in which a drug is labeled but the exact manner in which it must be 
sold. Surely, if this be the proper interpretation of the Act, no one 
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should be more surprised than Congress. The battle for the enactment 
of the Act is portrayed in volumes of committee hearings, committee 
reports, and Congressional debates, and in countless early drafts of the 
Act. All of this material seems to support the conclusion that Con- 
gress assumed and intended that a drug consumer would receive ade- 
quate protection if the label told him what he was taking, how to take 
it, and when to stop. This is borne out by the oft-repeated quotation 
from the report of the Senate Committee on S. 5: 

The bill is not intended to restrict in any way the availability of drugs for 
self-medication. On the contrary, it is intended to make self-medication safer and 
more effective. For this purpose provisions are included . . . requiring that labels 
bear adequate directions for use and warnings against probable misuse. . . . 

Accordingly, there is little to support the view that anything in 
the Act or in its legislative history requires drugs to be divided into 
two classes, the one class for distribution over the counter directly to 
consumers and the other class for distribution on prescription only. 
Therefore the present regulation which, by implication if not directly, 
requires the use of the prescription legend on drugs that may be used 
safely and eftectively only under medical supervision is of questionable 
validity.® , 


Wisdom of Administrative Policies 


Yet, in the enforcement of the Act, the Administration undoubt- 
edly encounters daily instances in which consumers are injured as a 
result of the use of drugs without medical supervision. These instances 
probably involve true over-the-counter sales and prescription refills of 
so-called dangerous drugs. Possibly to combat this evil the Admin- 
istration has announced its policy on prescription refills and has taken 
the view that drugs bearing the prescription legend cannot be relabeled 
with adequate directions for unsupervised use. Unquestionably these 
policies of the Administration have been adopted to further the inter- 
ests of the public health and to that extent they are laudable in purpose 
and design. But whether they are justified by the Act and whether 
they are wise from a long-range point of view are entirely different 





* For an excellent discussion of the va- for Use in the Labeling of Drugs,’’ 2 FOOD 
lidity of the’ regulations under Section DRUG COSMETIC LAW QUARTERLY 155 
502 f (1) see Williams, ‘‘Exemption from (1947). 
the Requirement of Adequate Directions 
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questions. Their justification under the Act is, to say the least, flimsy. 
Their wisdom from a long-range point of view will now be explored. 


Basically the question is what type of drug control is best calcu- 
lated to protect the public health and, at the same time, preserve the 
freedom which is so essential to progress. In its policies under the 
Act the Administration has drifted further and further down the road 
toward administrative, as distinguished from legislative, control. Its 
regulations divide drugs into classes and specify their manner of sale 
in a way not contemplated by Congress. Its announcements have 
established new rules for prescription refills and new policies in respect 
to truthfully labeled drugs having, in the opinion of the Administra- 
tion, no scientific merit. This drift toward administrative control has 
been implemented by amendments providing for certification of insulin 
and certain antibiotics and for the establishment of standards and tests 
for those preparations. And now comes the Durham Bill. It would 
place the stamp of Congressional approval upon the division of drugs 
into two classes and would empower the Administration to make the 
classification by regulation, after a public hearing. When we have 
reached the point where the way in which a drug must be sold is 
determined by an administrative agency, we have arrived at the sum- 
mit of administrative control. We can go no farther. 


Threat in Administrative Drug Control 


Far from being necessary, the continued drift toward administra- 
tive drug control is a threat to the protection of the public health. The 
real threat lies in the substitution of the judgment of the administrative 
agency for the judgment of free and independent physicians. Physi- 
cians should be free to prescribe the remedies of their choice without 
governmental interference. Congress should not attempt, directly or 
indirectly, to regulate the practice of medicine or to impair the free- 
dom of the individual physician to practice according to the dictates 
of his own knowledge and experience. Nor should Congress, by regu- 
lating the filling and refilling of prescriptions, interfere with the rela- 
tionship between pharmacists and physicians. These two professional 
groups, who have contributed so handsomely to the health of the 
nation, have worked side by side for centuries. They understand each 
other and members of both groups understand the nature of drugs and 
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the dangers associated with their use. The right of the pharmacist to 
exercise his professional judgment should not be revoked by Congress. 
The proper exercise of professional judgment by the pharmacist is a 
safeguard to the public health which must be preserved. The impor- 
tance of its preservation far outweighs the risk of exposure to the 
public health caused by the improper exercise of professional judgment 
in a few isolated cases. 


Educational Approach 


It is believed that an educational approach, rather than a legis- 
lative approach, is more calculated to correct the abuses cited by the 
Administration. The professional groups should disseminate informa- 
tion to their members upon the importance of inquiring into requests 
for the refill of prescriptions for dangerous drugs. Pharmacists should 
be worthy of the high ideals of their profession. They should be 
reminded to scrutinize requests for the refill of prescriptions where 
such scrutiny is indicated for the protection of the patient. Medical 
groups should again remind their members to mark a prescription 
“nonrefillable” if it is not to be refilled. Articles in appropriate publi- 
cations should advise consumers against following the practice of 
using certain well-known dangerous drugs without medical supervision. 


Conclusions 
The following conclusions may be briefly stated: 
1. The Administration’s conception of the word “prescription” is 


wrong. It is justified neither by the language of the Act nor by the 
customs and teachings of the medical and pharmaceutical professions. 

2. The Durham Bill is not necessary. 

3. If there are abuses in the refilling of prescriptions with result- 
ing injury to the public health, the problem should be dealt with on an 
educational, not a legislative, basis. 

4. If the educational approach is not adequate, and it is therefore 
concluded that additional legislation is required, such legislation should 


be drafted with a view of having Congress, itself, establish the rules, 
thereby reversing the trend toward administrative control. [The End] 
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INSPECTION OF RECORDS 





e e e « BY EUGENE M. ELSON 


“A REASONABLE CONSTRUCTION OF 
SECTION 704 DOES NOT PERMIT THE 
EXAMINATION OF RECORDS DUR- 
ING A FACTORY INSPECTION” 


ONSIDERABLE ATTENTION has become increasingly focused 

(at least on the Pacific Coast) upon Section 704 of the Food, 

Drug, and Cosmetic Act, and whether the scope of inspection 

permitted by it includes the right to inspect and copy shipping records, 

invoices, and the list of agents or distributors of one engaged in inter- 
state shipments of foods, drugs or cosmetics. 


That section provides: 


For purposes of enforcement of this Act, officers or employees duly designated 
by the Administrator, after first making request and obtaining permission of the 
owner, Operator, or custodian thereof, are authorized (1) to enter, at reasonable 
times, any factory, warehouse, or establishment in which food, drugs, devices, 
or cosmetics are manufactured, processed, packed, or held, for introduction into 
interstate commerce or are held after such introduction, or to enter any vehicle 
being used to transport or hold such food, drugs, devices, or cosmetics in interstate 
commerce; and (2) to inspect, at reasonable times, such factory, warehouse, estab- 
lishment, or vehicle and all pertinent equipment, finished and unfinished materials, 
containers, and labeling therein. 


Inspection of Certain Records Questioned 


During the course of a factory inspection it becomes necessary for 
the inspector necessarily to examine certain records or data. No 
attempt will be made to outline the records or data which would be 
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available for inspection under a concededly proper interpretation of 
that section. To do so, of course, would be rather an endless and point- 
less thing for no two concerns would necessarily keep the same kind 
of records. A drug manufacturer would have an entirely different type 
of data and records than a food manufacturer and so on. However, 
for some time, inspectors of the Food and Drug Administration have 
asserted the right to inspect shipping records; that is, invoices of ship- 
ments made in interstate commerce showing the commodity shipped 
and the individual to whom shipped. In other cases they have asserted 
the right to examine the list of all distributors or agents of a manu- 
facturer and other information of a similar character. It might strike 
one at the outset that no objection could validly be made to such an 
inspection or the copying of such records, and it is true, of course, that 
in many instances permission is granted. On the other hand, there 
are many manufacturers or concerns engaged in the food and drug 
business, and particularly the drug business, who contend that a 
proper interpretation of Section 704 does not permit an inspection and 
copying of such information and that it has nothing to do with the 
purposes for which Section 704 was enacted, which, they say, was 
simply to prevent adulterated or misbranded products traveling in 
interstate commerce. Many of these drug manufacturers contend that 
they have never had a dispute with the Administration concerning the 
propriety of their controls, but that the Administration contends that 
exaggerated or unwarranted claims are made in the labeling, consist- 
ing of circulars accompanying the product, thereby misbranding it. 
Some contend that the Administration looks with disfavor upon their 
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particular method of distribution and that the only purpose served by 
an inspection of invoices, shipping records, lists of salesmen, and so 
on, is to lay the foundation for a criminal, injunction, or seizure action. 
These manufacturers earnestly contend that their literature does not 
misbrand the product and they feel unwilling to assist the Food and 
Drug Administration in making out a case against them in which, as 
they view it, they will be the “guinea pig” for the purpose of testing 
a labeling theory of the Food and Drug Administration which they 
believe unfounded. 


Whether these people are right or wrong in their concept of the 
motives of the Food and Drug Administration is not the purpose of 
this paper to discuss, However, when a considerable segment of the 
industry takes the view that Section 704 does not permit inspection 
of such records, it becomes important to know whether a proper 
interpretation of that section does permit it. 


Interpretation of Section 704 


There have been four cases which have involved Section 704. 
The first arose in the District Court of Maryland in 1944, United States v. 
75 Cases, etc., of Peanut Butter, 54 F. Supp. 641. Libel proceedings had 
been instituted against a shipment of peanut butter on the grounds of 
its alleged adulteration. The inspector had asked permission of the 
president of the company to look at the records of the company’s ship- 
ments. The president gave permission to do so. The district court, 
however, held that there was no evidence of any conversations or dis- 
cussions between them or anyone else as to the precise use to which 
disclosure of such records would be put and that such information was 
the only basis for the libel proceedings; that the method of obtaining 
this permission smacked of surprise if not actual misrepresentation ; 
that a factory inspection should not be so combined with an examina- 
tion of the records as might mislead the factory owner as to just what 
use the government might make of the shipping data obtained; that 
consent to inspection must, under Section 704, be first obtained and 
if that consent was to include an inspection of records such as these, it 
was incumbent upon the government to make sure that a complete 
disclosure had been made to the owner and be sure that there was no 
question about his consent being due to a failure to understand the full 
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use to which the records might be put. That case was reversed by the 
Court of Appeals for the Fourth Circuit, in 1944, 146 F. (2d) 124, 
and certiorari was denied in 1945, 325 U. S. 856. The circuit court 
held that the district court had placed too narrow a construction upon 
the right of inspection in holding that it was incumbent upon the 
inspector to make sure that the claimant’s consent was not due in any 
respect to a failure to understand the fullest use to which the records 
might be put by the government; also the mere fact that Section 703 
provided for an inspection of records of carriers did not mean that the 
investigation must be limited to the records of the classes of persons 
enumerated in Section 703, namely, carriers. The circuit court said 
that it would not consider the question of claimant’s rights had it 
refused to allow inspection of its invoices, but simply, that contrary 
to the holding of the district court the claimant was not misled; that 
permission to inspect the invoices was voluntarily given and the gov- 
ernment was free to use that information in the present proceeding and 
that it was “commensurate with the purpose of the act to ascertain 
the interstate destination of the food in order to sample it for filth 
should the factory inspection justify such action.” ‘That is to say, if 
the factory inspection should disclose filth or insanitary conditions 
it was entirely proper as a part of that inspection to determine the 
destination of shipments in order to find out whether those conditions 
at the factory had resulted in an adulterated product being shipped in 
interstate commerce. 


The next case was United States v. Crescent-Kelvan Company, 164 
F, (2d) 582 (CCA-3; 1948) [CCH Foop Druc Cosmetic Law Reports 
7079]. The defendants had been convicted of shipping certain drugs 
in interstate commerce which were adulterated. Section 704 was dis- 
cussed in the opinion principally because the inspector had obtained 
shipping records from which the names of the consignees were obtained 
which in turn led to this action. The court held that permission to 
enter the premises was tacitly granted by the defendants, and as well, 
permission to inspect shipping records was implicitly granted. In the 
footnote to the opinion the court made the following statement: 

Comparing the provisions of Section 704 of the Act, 21 U. S. C. A., Sec- 
tion 374 (Supp. 1946), with those of Section 703, 21 U. S. C. A., Section 373 


(Supp. 1946), relating to the inspection of drugs in the possession of carriers 
engaged in interstate commerce, it should be noted that the right to inspect 
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shipping records is expressly conferred upon officers of the Administration. Since 
the right to inspect shipping records is not expressly conferred upon inspectors 
making inspections of factories, it may be argued that an inspection of a factory 
under the latter section would not include the inspection of the factory’s shipping 
records. On the other side, it may be argued that inspection of a “factory” 
includes the inspection of everything to be found therein relating to the business 
of the factory. The latter view seems to us to be more in accord with the canons 
of statutory construction but it is unnecessary to decide this question in the case 
at bar. 

This dicta is often referred to by inspectors of the Food and Drug 
Administration as an indication of their authority to inspect shipping 
records or any other records found in the factory which have any 
relation to the business. What canons of statutory construction the 
court had in mind are not stated but, as will be pointed out later, if 
there are canons of statutory construction which support that dicta there 


are others which do not. 


The last case was United States v. Maryland Baking Company, 
decided in the District Court of Georgia, in 1948, 81 F. Supp. 560 
[CCH Foon Druc Cosmetic Law Reports { 7099]. Criminal proceed- 
ings had been instituted against the defendant on a charge of shipping 
adulterated food. The plant superintendent, upon request of the 
inspectors for the right to make an inspection, had replied “All right” 
or “Go ahead.” The court found that the superintendent had given 
no consent but merely had assumed that the officers had the right to 
inspect and offered no objection. After a two hour inspection, one of 
the officers went to the office, saw the person in charge of that office, 
and received certain information as to shipping records. It appeared 
that a Miss Piem was manager of the establishment but that no request 
for inspection had ever been made of her nor had she ever granted 
authority to anyone in the plant to admit inspectors or to give them 
the right to inspect. In other words, she was the only person who, 
under Section 704, was authorized to give the permission required by 
that section. The court held that the inspection did not comply with 
the terms of the statute because the inspectors did not first obtain 
permission from her; that she was the operator and custodian, she was 
present, and this was known to the agents. The court commented 
upon Section 301(f) of the Act whereby a person is guilty of a mis- 
demeanor punishable by fine and/or imprisonment for refusal to per- 
mit entry or inspection under Section 704, and said that “it may be 
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that constitutional questions lurk in the background” of that Section 
but, if so, they must be reserved for another case. 


In the Peanut Butter case decided in the district court, the court 
held that the words “all pertinent equipment” contained in Section 704 
did not include a firm’s books of account or its financial statements. 
No reference was made to this in the opinion of the circuit court 
reversing the case. 


In the Maryland Baking case the government concluded that the 
motion to suppress which was before the court was decided more on 
the factual aspects than on any legal point and therefore no appeal 
was taken. It will probably be that future litigation will be necessary 
to test the right of inspectors to rely upon the ostensible authority of 
persons in the plant. Of course it would be much better for all con- 
cerned if the inspectors upon entering the plant would request the 
necessary permission from persons known to have the authority and 
thus avoid litigation involving a mere technicality. 


Legislative History 


In the 1906 Act (predecessor to the present Food, Drug, and 
Cosmetic Act), there was no provision affording the right of inspection. 
It was recognized that inspection of establishments shipping foods, 
drugs, and cosmetics in interstate commerce was absolutely necessary 
in order to safeguard the public. 


The forerunner of what is now the Food and Drug Act was intro- 
duced into Congress in 1933.1. It was amended, revised, and debated 
extensively for a period of five years until the final enactment in 1938. 
Concededly (and this is borne out by the remarks of those responsible 
for the enforcement of food and drug legislation) it was intended to 
remedy defects in the 1906 Act. The first measure introduced on this 
subject was Senate Bill 1944, Section 13 of which provided * that the 
Administration, its officers and employees should have the right “to 
inspect such factory, warehouse, establishment or vehicle and all 
equipment, methods, process, finished and unfinished materials, con- 
tainers and labels there used or stored.” Section 14 of the Act con- 
ferred the right upon inspectors to have access to and copy all records 





1§.1944, Seventy-third Congress; Dunn, 2S. 1944, Seventy-third Congress; Dunn, 
C. W., Federal Food, Drug, and Cosmetic Federal Food, Drug, and Cosmetic Act, 
Act, p. 44. p. 44. 
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of carriers showing the movement in interstate commerce of any food, 
drug, or cosmetic.® 


Several other bills were introduced before the final enactment but 
in none of them nor in the discussions or debates attending them, was 
any mention made of factory inspection, including the right to inspect 
records. On the other hand, in each of these bills the right to inspect 
the records of carriers was contained, and this fact was pointed out in 
the hearings and debates as a means of affording the information to 
establish federal jurisdiction. The report in the Senate on Senate Bill 5 
of the Seventy-fourth Congress stated that factory inspection of the 
character defined in that bill was an indispensable implement for the 
enforcement of any statute intended to protect the public health, and 
that without the provisions for factory inspection contained in the bill 
the provisions of the Act itself, and particularly those dealing with 
filth and insanitary conditions, could not otherwise be effectively ap- 
plied.*| Mr, Campbell, Chief of the Food and Drug Administration, 
testified at the Senate hearing on this bill. He said that experience 
had demonstrated time and again the importance of some legislative 
authorization for an inspection “of equipment and material used in 
manufacturing plants but more particularly the product as held both 
prior and subsequent to interstate delivery.” In Senate Bill 5 of the 
75th Congress as reported in the House, it was stated that it was only 
through factory inspection that certain abuses of consumer welfare 
could be established and that a notable illustration of that was insani- 
tary manufacturing conditions.°® 


Summarizing the legislative history then, we find that at no time 
Was any mention made of Section 704, as it now reads, being intended 
to include the right of inspection of the invoices or shipping records 
of the manufacturer, Rather, that the right of inspection under Sec- 
tion 704 was directed principally to protection against insanitary, 
filthy, or other conditions which might result in an adulterated product 
reaching the channels of interstate commerce, and that if the Food and 
Drug Administration had reached a point where it thought it neces- 
sary to establish federal jurisdiction it was given the right to inspect 





3S. 1944, Seventy-third Congress; Dunn, 5 Senate Hearings; Dunn, Federal, Food, 
Federal Food, Drug, and Cosmetic Act, Drug, and Cosmetic Act, p. 1228. 
p. 44. ®* Report in House, S. 5, Seventy-fifth 
* Report in Senate; Dunn, Federal Food, Congress; Dunn, Federal Food, Drug, and 
Drug, and Cosmetic Act, p. 261. Cosmetic Act, p. 826. 
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the records of the carriers who handled the shipments and thereby 
ascertain to whom the product went and what it was. 


True, the right to inspect labeling is given by Section 704; this 
obviously is to permit the inspector at least to make a preliminary 
determination whether the labeling misbrands the product. The only 
effective means of preventing adulterated products from traveling in 
interstate commerce was by an inspection of the factory, the controls 
established, the equipment used in manufacturing, the finished and un- 
finished materials, and the containers, Labeling, on the other hand, 
did not present that problem. It was and is a constant factor. 


. 


Purpose of 1938 Act 


In attempting to arrive at a proper interpretation of Section 704, 
the purpose of the new Food and Drug Act (to remedy the defects in 
the 1906 Act) must be kept in mind. Representatives of the Food and 
Drug Administration testified in great detail before the Congressional 
committees and I have yet to find where any of them at any time even 
implied, that from their experience it had proved necessary to examine 
shipping records and the list of salesmen or distributors in order to 
safeguard the public or that it was otherwise necessary to examine 
them, except such records as were kept by the carriers. Certainly 
when one considers the exhaustive treatment that was given to the 
present Act and its predecessors as proposed during the five-year 
journey through Congress, if it had been in the minds of anyone that 
factory inspection should go that far, it is reasonable to assume that 
something would have been said about it by some of the administra- 
tors or by some of the gentlemen in Congress who discussed it. 


Construction of Act 


It has been stated on many occasions that the Food, Drug, and 
Cosmetic Act is to be liberally construed with the end in view of pro- 
tecting the public health. All statutes are to be liberally construed 
to effect the ends and objects sought by them. However, other canons 
of construction come into play with equal force. For instance, the 
words of a statute must be taken in the sense in which they were under- 
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stood at the time the statute was enacted.’ It seems obvious from a 
review of the legislative history of Section 704, that no one had in 
mind that section permitting the inspection of shipping records, invoices, 
or a list of the manufacturers’ agents. Also it is the rule that general 
terms in a statute may be regarded as limited by subsequent more 
specific terms.’ The general term “factory” is followed by specific 
provisions as to what in the factory is to be inspected, and there is no 
mention of records such as these. Reports and recommendations of 
administrators to the legislature may be taken into consideration in 
interpreting a statute for the purpose of determining the mischief which 
the statute was designed to remedy.® This statute, as has been said, 
was designed to remedy the defects in the 1906 Act, but at no time did 
any of the gentlemen from the administrative body, the Food and Drug 
Administration, contend that because they had not been able to inspect 
records such as these they had been hampered in their enforcement. 
And in none of the discussions on this subject in Congress was any 
mention made of such records. 


For those reasons, I cannot agree with the dicta of the court in the 
Crescent-Kelvan case that inspection of a factory may include an 
inspection of everything to be found therein relating to the business 
of the factory. Section 704 gives the right of inspection of the factory 
and all pertinent equipment, finished and unfinished materials, con- 
tainers, and labeling therein. 


Therefore, in conclusion, when we consider (1) the purpose of 
enacting the present Food, Drug, and Cosmetic Act, (2) the position 
taken and the arguments made during the course of legislative history 
by those charged with the enforcement of the Act and by the members 
of Congress, (3) that Section 703 of the Act expressly confers the right 
upon the Administration to examine the shipping records in the hands 
of carriers of the manufacturer, and (4) the principles of statutory 
construction which have been mentioned, it would appear that a rea- 
sonable construction of Section 704 does not permit the inspection, 
examination, or copying of shipping records, invoices, or list of distribu- 
tors or agents of the manufacturer during the course of a factory 





inspection. [The End] 
* Platt v. Union Pacific Railroad Com- ® Woodward v. De Graffenried, 59 L. Ed. 
pany, 25 L. Ed. 424, 429. 1310, 1319. 
8 Cleveland v. United States, 91 L. Ed. 
12, 16. 
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PRODUCT LIABILITY 





MANY PRODUCT LIABILITY CASES ARE WITHOUT MERIT. 
LAWYERS IN THE FIELD MUST UNITE AND EXCHANGE 
IDEAS TO RESIST CLAIMS AND DEFEND LAWSUITS 





SHOULD LIKE to express my deep personal appreciation to 

our Chairman, Mr. Charles Wesley Dunn, for having organized 

this Food, Drug and Cosmetic Law Division of the American Bar 
Association, and for the interesting and profitable program which he 
has arranged for us. Very few of us realize the terrific amount of 
work, thought, planning, and headaches involved in arranging a pro- 
gram of meetings of this kind. Those of us who have worked closely 
with Mr. Dunn in connection with a similar Section of the New York 
Bar Association know full well how valuable an interchange of ideas 
and a discussion of matters of mutual interest through this medium 
has been to us during the past five years. The demonstrated and 
proven success of our previous experience with an organization of 
lawyers who specialize in these important areas bids well for similar 
values and benefits from this Division meeting. 


I am particularly grateful for the presence of our Canadian brothers 
in the law and the Canadian and British Food and Drug Officials, all 
of whom have contributed so much to these meetings. 


Instead of reviewing cases or legal principles in the field of Food, 
Drug, and Cosmetic Law, as they relate to product liability, I am, with 
your permission, going to handle this portion of the program assigned 
to me in a little different way. I am doing this particularly because all 
of you lawyers, who are associated with law firms which represent 
clients who are manufacturers, processors, packers, or distributors of 
foods, drugs, or cosmetics, or those among you who are members of the 
legal staffs of such concerns are fully acquainted with and informed 
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with respect to such cases and principles. Furthermore, a review of 
the cases in this field is published each year by the Commerce Clearing 
House in that excellent publication, a tool which should be in every 
food, drug, and cosmetic lawyer’s library, the Foon Druc Cosmetic 
Law JOURNAL. 


I hope that part of the time allocated to the subject of product 
liability, on our full program today, can be utilized as a sort of a forum 
in which we may be able to exchange our respective views and experi- 
ences, and discuss any questions that might arise, all of which will be 
of service and of great benefic, I am sure, to all of us. 


It is my opinion that we who represent food, drug, and cosmetic 
manufacturers or distributors should give one another the benefit of 
our experience in connection with the claims we handle and cases we 
investigate and try so that we shall be the better able to present a 
united front in resisting claims and in successfully defending lawsuits. 


It is also my opinion, based upon my own experience, that the 
vast majority of the claims and cases in these areas of the law are 
without factual basis or merit. That statement and opinion have sur- 
prised some lawyers. 


I believe, too, that these areas of the law are expanding rapidly 
and that we shall be called upon more frequently as time passes to 
advise our principals in these areas particularly with respect to product 
liability. The number of reported cases in the field of product liability 
to date this year exceeds the number reported up to this time last year. 
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The experience, during the past nine months, of my company is 
interesting to me because we were not called upon to defend a product 
liability lawsuit from 1942 until 1950. We have now pending three 
lawsuits which clearly demonstrate three common varieties of cases, 
which should be typical in the business of food manufacturers and 
probably also typical for a drug or cosmetic manufacturer or distributor. 


Cases Brought in 1950 


The first of these cases brought in 1950, is for a substantial sum 
of money instituted against my company by a husband and wife for 
injuries and damages allegedly arising out of the presence of a “dead 
rat” in a package of one of our most widely distributed products. The 
original claim letter complained of a rat. The second letter did like- 
wise. The attending physician stated that the serious and permanent 
injuries to the husband and wife, the latter in particular, both physical 
and mental, were due to consuming food made from our product in 
question. The verified complaint alleges categorically the presence 
in the package of our product, of a dead rat which caused the injuries 
and damages. 


A prompt, careful, and thorough investigation developed the fact 
that the wife had used the product in question three or four times prior 
to the occasion in question, which resulted in all of the plaintiffs’ 
trouble. The wife alleges that she is in that age range of susceptibility 
to all kinds of female difficulties and was seriously injured physically 
and mentally thereby causing her to be permanently damaged in bodily 
and mental health. 


An examination of the product shows that there is considerable 
doubt that it is our product at all. There is indisputable evidence that 
the corpus delicti is not a rat but a chicken neck, and the wife has stated 
orally and in writing tht she used the complained of product twice at 
least prior to her illness to prepare fried chicken. 


This case, according to our investigation, is entirely without merit. 
The statements and claims made prior to suit and the allegations in 
the complaint under oath, fortunately for us, are, we are satisfied, 
patently false. This case will be defended as vigorously as it is pos- 
sible for us to defend it. 
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The second case arises out of a complaint sounding in negligence 
that the plaintiff was seriously injured as a result of finding glass in 
one of our products. The glass was not, according to our investiga- 
tion, consumed but only seen with the asserted shocking results. 


We know that the glass, such as alleged in the complaint, could 
not possibly have entered the package in question during the regular 
course of our manufacturing processes or while it was under our con- 
trol, unless deliberately placed there, and if so it would clearly be 
sabotage. An examination of the glass in question shows it to be in 
fairly large pieces and it is our definite opinion that it comes from a 
broken drinking glass, jelly glass, or similar article. 


This case, in our judgment, is also without merit and will be 
vigorously defended. It just could not happen as alleged. 


The third case involves a so-called quality complaint out of which 
has arisen a lawsuit. Two partners, operating a small bakery in New 
England, alleged in their complaint that we furnished them with 
inferior and defective merchandise which caused them a substantial 
loss of business and the loss of a large number of established customers. 


The contract for the merchandise was entered into during a period 
of a high market, which subsequently declined drastically. The plain- 
tiffs, owners of the bakery, had not had much previous experience in 
making the type of baked product in question. It was a specialty item. 
Our investigation clearly shows that the plaintiffs mishandled the 
product and our position and defense is, of course, that the product 
was not inferior, that there was no breach of warranty as alleged, that 
most of the merchandise covered by the contract was actually used, 
and that the products made therefrom were sold by the plaintiffs with- 
out any loss. This case, will of course be vigorously defended. 

These three cases brought in 1950, our first since 1942, represent 
three typical cases of alleged product liabilityewhich might well occur 
in the course of business of a food, drug, or cosmetic manufacturer or 
distributor. We certainly realize the uncertainties and pitfalls of a 
jury trial but we are satisfied that to settle or compromise these cases 
would only lead to more of the same. 

I am frequently asked how we have successfully defended every 
product liability case brought against the Pillsbury Company during 
the past 17 years. The answer is fairly simple. Every claim or com- 
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plaint which remotely suggests that illness or injury may result or has 
resulted from the use or consumption of our products is treated as a 
potential lawsuit. We have found that there is no substitute for proper 
and careful manufacturing processes, accurate and complete manufac- 
turing and distribution records, prompt and thorough investigation, 
and careful and thorough preparation for trial. 


I should now like to suggest to anyone who weuld like to do so, 
to give us all the benefits of your principals’ experience with respect 
to claims and litigation in the field of product liability law; your views 
on investigation and trying lawsuits; your experience in handling 
claims in this area; your views on product liability insurance, and any- 
thing else which you wish to discuss or questions you wish to raise. 
I am certain we can all benefit and profit greatly from the exchange 
of ideas in this important field of the law. 


Articles in JOURNAL 


I should like to call your attention to two significant and helpful 
articles which have appeared in Volume 5 of the Foop DruGc Cosmetic 
Law JourNAL. The first is an article by William J. Condon, formerly 
a member of the staff of the General Attorney of Swift & Company in New 
York City, who had been appointed Assistant Professor of Law at 
New York University. Unfortunately for us, Mr. Condon has been 
called into military service. This article appears in Volume 5, No. 3 
for the month of May 1950, and is entitled “The Practical Impact of 
Proposed Uniform Commercial Code on Food Poisoning Cases.” This 
is a very well considered study of the indicated problem. I recommend 
it as a helpful, scholarly contribution to our legal literature. At the 
same time, it effectively points up the serious and “paternalistic” 
implications which wilk confront a food, drug, or cosmetic manufac- 
turer under the Proposed Uniform Commercial Code. 


The second article, under the title “Evidence and Presumptions 
in Food Products Liability,” 
the South Carolina Bar and recently a Research Fellow at New York 
University School of Law under a Fellowship provided by the Food 
Law Institute, of which our Chairman, Mr. Dunn, is the President. 
This article appeared in the August 1950 Foop DruG Cosmetic Law 


is by George Savage King, a member of 
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JouRNAL and is a fine piece of legal research upon a subject which 1s 
becoming of ever increasing importance in the field of fod product 
liability law. These articles by Messrs. Condon and King are tangible 
evidence of the success and worthwhile program of our Food Law 
Institute, founded and supported by the Food Industry of America, 
which is now beginning its second year at New York University. 


Dangers in Uniform Commercial Code 


I wish to urge every lawyer here, and I hope you will call the 
matter to the attention of your clients, to study this proposed Uniform 
Commercial Code and its implications, which, in my opinion, are 
fraught with dynamite. Mr. Condon’s article frankly aroused my inter- 
est and instinct of self-preservation. We must all be on the alert to 
this type of proposed legislation and codification. 


The dangers from the implications of the Warranty Sections of 
the Proposed Code are clearly indicated by Mr. Condon in some of the 


concluding paragraphs of his article when he states: 


In practical effect, the warranty sections of the Code will render the manu- 
facturer liable merely because he started on its way perfectly wholesome food 
which became contaminated with food poisoning through the neglect of some 
other person after the food was out of the manufacturer’s control. In short, the 
manufacturer or processor of food will be held as an insurer that his product will 
still be wholesome when consumed even though it may have been handled by 
dozens of persons after leaving his control. Indeed, he may conceivably be held 
as an insurer of all foods which accompany his product to the consumer's table. 


* * ok 


there is a growing tendency in the courts to hold manufacturers of food 
liable to consumers. The warranty sections of the Code will make this liability 
absolute. With respect to food poisoning of bacterial origin, we have seen that 
in cases of this sort the burden thus imposed on the manufacturer or processor 
is unjust, unwarranted, and oppressive. Because of the nature and causes of 
bacterial food poisoning, the rule of strict liability makes him an insurer of the 
wholesomeness of his product up to the very moment of consumption. Thus, he 
is left with no means of protecting himself against losses of this type, since he 
cannot control the handling of the product after it leaves his hands. There is 
also a very real danger that over the course of time the consumer’s easy remedy 
against the manufacturer will actually promote carelessness and improper handling 
on the part of the middlemen and retail dealers; for, apart from the larger cities, 
the fear of liability to his @ustomers is the only effective deterrent to insanitation 
that the average intrastate food merchant knows. Furthermore, there will be 
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created a fertile field for the operations of the unscrupulous, and spurious claims 
will have opportunity to flourish as never before. What is already a vexing 
nuisance to manufacturers may become a problem of the first magnitude. 


Cooperation with Food and Drug Administration 


I wish again to go on record as forcefully and as sincerely as pos- 
sible to urge your cooperation with the United States Food and Drug 
Administration. Those of you who have not exposed yourselves to 
getting acquainted with the food and drug officials in Washington and 
elsewhere, I urge you to do so at your earliest convenience. Their 
doors are always open. You will always have a hearing. No problem 
is too insignificant or unreasonable for you to discuss with them or 
for them to discuss with you. They are fair, most competent and con- 
Scientious. You may disagree with the food and drug offigials, as I 
have, but you will never, if my long experience is any criterion, have 
reason to complain of inability to.obtain a hearing, to have your prob- 
lems considered or to be treated fairly, though at times perhaps, firmly. 

The officials and the entire organization of the Food and Drug 
Administration are charged with the tremendous responsibility of pro- 
tecting the health of the American consuming public and we, as law- 
yers, should cooperate with them and assist them in every way 
possible. 

I now hope that we may have some discussion because I feel that 
these programs frequently do not provide an adequate opportunity for 
the lawyers present to discuss with one another and also with the 
officials of the government who are present, problems of mutual inter- 
est which lend themselves well to discussion. 

During the past vear, have your product liability claims and cases 


y) 


increased in number: 
How do you feel about product liability insurance? 
What are your views with respect to the investigation of claims 
and trial of lawsuits involving product liability ? 


Would it not be helpful to all of us to have a more complete 
exchange of views and information on these important matters? 


° [The End] 
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LEADERS 
IN FOOD AND DRUG LAW 
a rr 


BY FRED B. LINTON 


THIS IS THE FIFTH AND FINAL INSTALLMENT OF MR 
LINTON’S SERIES OF ARTICLES ON FOOD AND DRUG 
LAWS AND THE LEADERS WHO BROUGHT ABOUT THEIR 
ENACTMENT AND ENFORCEMENT 


HEN WALTER G. CAMPBELL was free to devote his 
energies exclusively to the work of the Food and Drug 
Administration, early in 1933, he recommended that Con- 
gress be asked to enact a new food, drug, and cosmetic law. Dr. Rexford 
G. Tugwell, Assistant Secretary of Agriculture, approved the recom 
mendation, and took Campbell to the White House to discuss the pro 


posed legislation with President Roosevelt. 


Campbell contrasted the chaotic conditions prevailing in the food 
and drug industries before the food and drug law of 1906 was enacted 
with the greatly improved conditions in those same industries as a 
result of more than 25 yedrs of enforcement of that law. It was the 
best law that could be enacted in 1906, Campbell told the President, 
and its enforcement had done much to protect the pocketbooks and 
the health of consumers, but in 1933, it was as much out of date as a 
20-year-old automobile. 

A new act to meet new conditions was needed, Campbell argued. 
While most processors in the food industries, and a smaller proportion 
of medicine manufacturers, were meeting reasonable standards of 
purity and truthful labeling as measured by the terms of the old law, 
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loopholes had been found in the Act of 1906, through which the public 
was cheated and its health endangered. 


There Ought to Be a Law 


President Roosevelt authorized the Department to draft a new 
measure to be submitted to Congress. Drawing on the lessons learned 
from extensive law enforcement experience, and from interpretative court 
decisions, Campbell and his staff, with the advice of legal authorities 
and others, drafted a measure that, it was hoped, closed all loopholes 
of the old act, and outlawed every conceivable abuse that had been 
practiced, or that might be practiced, in the processing, shipping, stor- 
ing, selling, and advertising of foods, drugs, and cosmetics. It was a 
drastic measure. When it was introduced in Congress, a storm of 
protest descended upon Washington. 


At hearings held by the committees of the House and of the Senate 
on the proposed bill, and on various modifications of it, Campbell 
presented facts that revealed the need for a new and stronger act. He 
cited, as illustrative of many others, a preparation sold as a cure for 
diabetes. It was a brew made from a weed, popularly called horsetail. 
Specialists in the treatment of diabetes testified, in a case brought under 
the 1906 law, that the concoction might relieve some of the symptoms 
but it could not cure the disease or even retard its progress. Yet many 
diabetics were taking horsetail brew instead of insulin, which then was 
the only drug known to be effective in the treatment of diabetes. 


Death Certificates Annul Testimonials 


The proprietor who sold this medicine was neither a pharmacist 
nor a physician, His attorney introduced as evidence during the trial 
written testimonials from a number of users of the brew stating, in 
substance, that they had been afflicted with diabetes and had improved 
after taking the medicine. Some said that they had been cured. Fed- 
eral drug inspectors in seeking to find the persons who had given the 
testimonials, learned that many of them had since died. Official death 
certificates of some who had died were obtained by the inspectors and 
introduced as evidence before the trial ended. “Diabetes” was the 
cause of death most often mentioned. 
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To obtain a conviction under the Act of 1906, as amended, it was 
necessary to prove that the curative claims for a medicine were both 
false and fraudulent. Fraud is difficult to prove. The less a man 
knows about medicine, the more difficult it is to prove that his claims 
are fraudulent, however false they may be. 


The trial based on the concoction for diabetes was lost under the 
old act because the jury was not convinced that the proprietor knew 
that the therapeutic claims were false as charged by the government. 
However, some of those who had been persuaded to abandon insulin 
and to use the horsetail weed brew were dead. 


There ought to be a law to stop such tragedies, Campbell argued 
with telling effect. The new act, he advocated, would require that the 
government prove only that therapeutic claims were false. A convic- 
tion could then be obtained whether or not the vendor knew they were 
false. No one should be permitted to manufacture and sell a medicine 
unless he knows the facts about it, said Campbell. 


He advocated the inclusion of cosmetics in the new act. Since the 
1906 Act was passed, the use of cosmetics had increased enormously. 
He cited instances of women whose eyesight had been seriously injured 
and a few others who had been rendered totally blind from the use of 
poisonous eyelash dyes. Skin diseases and even deaths had resulted 
from the use of other cosmetics over which the Federal government 
had no control. 


Danger from New Drugs 


There were other health hazards not prevented by the old act. 
Any person, however little he might know about the effects of drugs, 
could market a new medicine made by a combination of little-used or 
never before used ingredients, without having adequate tests made to 
determine whether the effects of the new mixture would be harmful. 
Campbell urged that before any new drug should be permitted to be 
sold legally it ought to be tested and proven to be safe when used in 
accordance with directions. He submitted the draft of a section to 
make such a provision effective. 


Known as the “new drug” provision, this section was designed to 
g 

prevent a recurrence of the “Elixir Sulfanilamide” tragedy which 

caused the deaths of more than 100 persons. A manufacturer had made 
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a sulfanilamide preparation in liquid form. Such preparations were 
made usually in the form of powder or tablets. Sulfanilamide will not 
dissolve in alcohol or in other solvents commonly used to make liquid 
medicines. After trying different solvents, the manufacturer found 
that diethylene glycol would do the trick. 


Without making adequate tests to learn what effect the new 
solvent would have on those who used it, the manufacturer made up 
240 gallons of the “Elixir Sulfanilamide” and distributed it widely. 
The Federal drug officials first learned of the new elixir when reports 
from a physician in Tulsa, Oklahoma, telling of the deaths of patients 
who had used it, reached the Food and Drug Administration. 


Campbell wired the Cincinnati field station to send an inspector 
quickly to Bristol, Tennessee, where the manufacturer was located. 
Within a few hours Inspector Ford found and reported the name and 
address of every person and concern to whom any part of the lethal 
medicine had been sent, insofar as could be ascertained from the manu- 
facturer’s records. Cooperating with the Federal Inspector, the manu- 
facturer gave him all available information. Warnings were sent by 
the proprietor to all physicians and dealers to whom the dangerous 
medicine had been sent. 


Lethal Drug Traced to Consumers 


Carrying potential death for thousands, it had been widely dis- 
tributed through many states as far east as Virginia and as far west 
as California. In addition to the commercial shipments, over 600 
sample bottles had been sent to individual physicians or to retail drug 
stores. Each ounce of the potent elixir might cause the death of any 
person consuming it. The diethylene glycol, not the sulfanilamide, 
was the fatal ingredient. 


Upon receipt of Inspector Ford’s report, Campbell by telegraph 
and telephone set in motion on a nation-wide scale the staff of the 
Food and Drug Administration to trace and to seize, or otherwise 
remove from consumption, every bottle of the dangerous drug that 
could be recovered. Plans for such emergencies were available at 
every field station. Close relations with state and city drug officials 
enabled Campbell to count on their help. The combined efforts of 
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Federal, state, and city staffs cleared the channels of consumption of 
the deadly preparation with amazing swiftness. 


The achievement was all the more remarkable since much of the 
medicine had been dispensed upon physicians’ prescriptions, and some 
of it had been sold over the counter without prescription to persons 
unknown. Through radio and press warnings wherever the drug had 
been dispensed, the public was advised of its dangerous character. 
Thousands of prescriptions were examined. Inspectors followed sales 
to the homes of the purchasers and recovered remaining portions. 


Of the 240 gallons of the elixir manufactured, 99.2 per cent of it 
was accounted for. About six gallons had been consumed, causing 
107 known deaths. Had the entire amount been consumed and caused 
death in the same ratio as that actually used, over 4,000 people might 
have died. The deaths of 107 people were tragedy enough. 


Congress Convinced by Tragedy 

Yet the tragedy, as related by Campbell at a committee hearing, 
quickly convinced Congress of the need for the enactment of a provi- 
sion which: 
prohibits traffic in new drugs unless such drugs have been adequately tested to 
show that they are safe for use under the conditions of use prescribed in their labels 
Under the old act, ill people could be used as guinea pigs to test the 
safety of new drugs; under the provision in the new act, the Food and 
Drug Administration can require that adequate tests be made of new 
drugs before they can be sold legally for the treatment of any ailments. 


Except for the “elixir” tragedy, it is probable that it would have 
taken Congress even longer than five years to pass the new Food, 
Drug, and Cosmetic Act. When that event occurred, the new act was 
stalled by a controversy over which Federal agency should regulate 
the advertising of foods, drugs, and cosmetics. The bill, as originally 
introduced, placed the regulation of advertising as well as of labeling 
in the Food and Drug Administration. The Federal Trade Commis 
sion, with the support of commercial interests, carried on a drive to 
have the regulation of advertising put in charge of that commission. 
This drive delayed the passage of the new act through one Congress 
and defeated its passage in another Congress after it had passed both 
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the House and the Senate, and had reached the conference stage with 
agreement upon every provision except that relating to advertising. 


Campbell Opposed Divided Authority 


Campbell believed that a fight before committees of Congress 
between two agencies of the executive branch of the government over 
questions of jurisdiction violated all principles of sound administration. 
He recommended that the controversy be settled by the President. 
Later we learned that the President had decided that the regulation of 
advertising should be placed in the Food and Drug Administration, 
since it regulated labeling. The President so advised a group of 
Senators and Representatives who asked his opinion. That seemed 
to settle the matter. 


At the next session of Congress, however, the Federal Trade Com- 
mission advocated a bill to place control of advertising in that com- 
mission, The chairman of the commission publicly announced that 
the President favored his bill. With the President side-stepping the 
issue, the matter had to be settled by Congress. 


Against divided authority, divided responsibility, and the necessity 
of maintaining two staffs of specialists on the same subject matter, 
Campbell contended to the last. He well knew that such division of 
authority would result in conflicting policies and divergent decisions, 
bringing confusion to food and drug industries and less protection for 
consumers. In which agency the authority to regulate both advertis- 
ing and labeling should be centered, was of less concern to the public, 
in his opinion, than that it should be centered in one agency. 


He proposed to the Committee of Interstate and Foreign Com- 
merce of the House that, rather than have divided authority, enforce- 
ment of the new Act in its entirety be transferred to the Federal Trade 
Commission, if Congress believed that that body should administer 
the Act. He was willing to eliminate himself from the Federal service 
rather than to have an illogical division of authority that would reduce 
the effectiveness of the enforcement of the Act. Congress, however, 
rejected his advice. The control of the advertising of foods, drugs, 
and cosmetics was placed with the Federal Trade Commission. 
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Other changes from the bill, as originally introduced, were made 
during the five-year period it was under consideration by Congress. 
A few changes improved the bill, others weakened it. 


Copeland Led Fight for New Act 


Senator Copeland of New York steered the Act through the Senate. 
He yielded reluctantly to the pressure to place the control of advertis- 
ing in the Federal Trade Commission after he was convinced that only 
by yielding on that point could the Act be passed. He was a physician, 
had been head of the Health Department of New York City, and was 
intensely interested in and well informed on all public health questions. 
Both in the committee and on the floor of the Senate, he was a tower 
of strength in support of the measure. The Act is a monument to his 
memory. He died shortly after it became a law. In the House, the 
debate was led by Representative Chapman of Kentucky and Lea of 
California. 

The Food, Drug, and Cosmetic Act, after having passed Congress, 
was approved on June 25, 1938, by the President. The new Act retained 
all the best provisions of the Act of 1906, and contained many addi- 
tional provisions which give greater consumer protection. Among the 
most effective new provisions are those authorizing factory inspec- 
tions for sanitation, the formulation of food standards, and emergency 
permit control when food may be injurious to health because of contamina- 
tion with microorganisms. Control of therapeutic devices, cosmetics, and 
the issuance of new drug permits were authorized. Informative, as 
well as truthful, labeling was made mandatory. All these provisions 
strengthened the law. Increased penalties including authority for 
injunctions give the Federal government added power to prevent the 
debasement and false labeling of the products subject to the Act. 


The new Act became fully effective in all of its provisions on 
July 1, 1940. At the same time, the Food and Drug Administration 
was transferred, by the order of the President, from the Department 
of Agriculture to the Federal Security Agency. The change was a 
logical one and placed the administration of the new Act in an agency 
sympathetic with its purpose. The work of the Food and Drug 
Administration had contributed little to the main objectives of the 
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Department of Agriculture. The Secretary of the Department, Henry 
A. Wallace, did not object to the transfer. He was probably glad to be 
rid of an agency that brought him many headaches when the law was 
applied to farm food products. The transfer was mutually satisfactory 
to the Food and Drug Administration, to the Department of Agri- 
culture, and to the Federal Security Agency. 


Detecting Violations of the Act 


The law enforcement organization developed under the direction 
of Commissioner Campbell is admirably adapted to detect adulteration 
in foods and drugs and to invoke penalties that are both punitive and 
corrective. 

Analysts in laboratories equipped with modern scientific apparatus, 
determine the composition of foods and drugs and detect variations 
from the normal with an accuracy that catches the careless and con 
founds and convicts the deliberate violators of the law. 

Coordinated with the work of the analysts in their specialized 
laboratories, is that of the food and drug inspectors. They study 
factory processes and products, keep surveillance over interstate traffic 
in foods and drugs, and investigate conditions in all industries coming 
within the jurisdiction of the Act. 

Analysts and inspectors are specialized fact-finders. They are 
required to report technical facts in contested court cases and uphold 
them under cross-examination in such a way as to convince the court 
and jury. 

Supporting and extending the work of the analysts and inspectors 
are research scientists, who develop new and better methods for analyzing 
foods and drugs and for testing the potency of vitamin and medicinal 
preparations, who determine the limits of safety of metallic and other 
poisons that cannot be entirely eliminated from food, who investigate 
the causes of food poisoning, who determine with minute exactness the 
normal chemical constants of food products, and who explore the 
effects of various unknown factors on nutrition and health. 


To the desk of the Commissioner flow facts from the field staff in 
all sections of the nation. Before reaching his desk, the facts are sifted 
by staff specialists and are supplemented by data developed in research 
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laboratories. On the basis of these facts, the Commissioner guides 
the activities of the Food and Drug Administration. 


Finding the Proof 


One one occasion, Commissioner Campbell studied reports from 
the Eastern District headquarters in New York and from the Food 
Division in Washington. Two significant facts were revealed by those 
reports. First, an inspector had found reason to suspect that some 
concerns were mixing olive oil with cheap tea-seed oil, the mixture 
being sold as “olive oil” at the price of olive oil. Second, there was no 
analytical method then known that would detect tea-seed oil when 
mixed with olive oil. 


Under the leadership of W. R. M. Wharton, one of the keenest and 
most resourceful officials in food control work, the staff of the Eastern 
District, hot on the scent of a new racket to cheat consumers, was 
eager to take quick action to stop it. The technical experts of the 
Food Division advised caution, In the absence of a reliable method 
to detect this form of adulteration, it would be difficult if not impossible 
to convict the responsible parties. The traffic in adulterated olive oil 
was carried on stealthily. The adulterated oil was often transported in 
trucks across state lines at night. 


Campbell called into consultation Dr. Ward B. White, Chief of 
the Food Division. Campbell authorized White to sidetrack other 
problems to the extent necessary to find, as quickly as possible, an 
analytical method that would enable Federal and state food officials 
to stop the illegal traffic. White had authority to assign the job to 
any chemists in the service who might most quickly solve the problem. 


Fitelson Finds a Method 


White picked out a small group of expert analysts to work under 
the direction of H. A. Lepper. The first to find a method was Jacob 
Fitelson of the Eastern District. As soon as the accuracy of the 
method was established, it was made available to all Federal and state 
analysts. 
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In the meantime Food Inspectors had surveyed the traffic in olive 
oil, They knew where it was packaged and distributed to retailers. 
They knew the place of business of the big packers and also those 
who operated from cubbyholes in basements. They knew who were 
shipping by train or boat, and who were loading unmarked trucks and 
rustling them across state lines at night. To know of the illegal 
traffic is one thing, to prove it in court is something else. 


Campbell was convinced that the Fitelson method would provide 
the proof. He gave the word that set the field staff in motion. Food 
inspectors quickly located and sampled interstate shipments of so-called 
olive oil which they suspected was mixed with tea-seed oil. The 
inspectors did some night driving and followed trucks across state lines 
in order to have proof of interstate shipment. Samples of the suspected 
oil were taken and delivered to the laboratories where they were 
quickly analyzed by the Fitelson method. When tea-seed oil was 
found to be present, the adulterated oil was seized. 


State and city food officials were advised of shipments that did 
not cross state lines. They were as eager as the members of the Fed- 
eral staff to stop the illegal traffic. 


Method Meets Court Test 


Those who elected to contest the seizures centered their attack 
upon the new analytical method of which they first learned at the 
trial. The method was demonstrated in court by the chemist who 
developed it. His testimony was supported by other chemists who 
had used it. Only one contested court case was lost by the govern- 
ment. In that case tried without a jury, the judge, impressed by the 
testimony of trade chemists, was doubtful whether the validity of the 
new test had been established. All other cases based upon the new 
test were won by the government. In most of the cases the claimants 
made no contest but entered pleas of nolo contendere or admitted the 
charges. 

The analytical method for detecting tea-seed oil in olive oil was 
but one of hundreds of methods developed from time to time for use 
in protecting the food and drug supply of the nation. 
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Project Plan Provides Protection 


The emergency campaign on tea-seed oil having been concluded, 
Campbell directed that tea-seed oil traffic now takes its place in the 
“project plan” for surveillance by the field staff along with the regular, 
systematic operations on other adulterants of olive oil. 


The project plan was of Campbell’s own devising. Applying it 
first in the Eastern District, and later extending it to all other districts, 
he directed its development and refinement until, by means of it, not 
only the staff of the Food and Drug Administration, but also cooperat- 
ing state and city officials in all parts of the nation, can operate 
simultaneously to eliminate traffic in any adulterated food or drug. 


The field work under the project plan was carried out during 
Campbell’s administration of the new Act through the leadership of 
W. R. M. Wharton, Chief of the Eastern District, J. O. Clarke, Chief 
of the Central District, and J. L. Harvey, Chief of the Western District. 


Promoting Purity and Potency 

Keeping drugs used by physicians in critical illnesses at standard 
potency is one of the gravest responsibilities and among the toughest 
technical tasks of the Food and Drug Administration. When, on 
December 23, 1941, the patents on insulin expired, the medical profes- 
sion was aware of a grave danger to those afflicted with diabetes. Up 
to that time, the University of Toronto, through a licensing system 
and the testing of every batch of insulin made, had maintained an effec- 
tive initial control of its purity and potency. Variations in potency 
either above or below the standard might be injurious to the users of 
this essential drug. Physicians, in determining the amount each 
patient needs, base their conclusions upon insulin having a definite potency. 


The effectiveness of the control maintained by the University of 
Toronto was due to the fact that it required every batch of insulin to 
be tested by the manufacturer and checked by the technicians of the 
university. With the expiration of the patents, that method of con- 
trol could no longer be enforced. Any manufacturer, however ill 
equipped, could now manufacture insulin. Several indicated their 
intention of doing so. The Food and Drug Administration lacked 
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both the legal authority to enforce the University of Toronto method, 
and the facilities and personnel to test every batch maufactured. 


Amendment Speedily Enacted 
Campbell called into conference the Revision Committee of the 
United States Pharmacopoeia, representatives of the American Medical 
Association, manufacturers of insulin, and members of his technical 


staff. Out of the conference came a proposed plan of control. 


To make the plan effective, it was necessary to have the 1938 Act 
amended. The patents would expire within a few days. Could Campbell 
obtain legislative authority within so short a time? It did not seem 
possible. It had taken 25 years to get the 1906 Act through Congress. 
The 1938 Act had required five years. But in an emergency Congress 


can act, and sometimes does act, with surprising swiftness. 


The urgent need for speedy legislative action was explained by 
Campbell to Clarence F. Lea of the House, and to J. W. Bailey of the 
Senate. A bill was introduced in the House on December 16, 1941, and 
in the Senate on December 17. The Act passed the House on Decem 
ber 18, and the Senate on December 19. It was signed by the President 
on December 22, and became effective immediately. The patents 
expired on December 23. That was a record for food and drug 
legislation. 

The plan of control as authorized by the insulin amendment pro 
vided that no insulin would be released for use until a certificate had been 
issued by the Federal government. Such certificate is issued only after 
adequate tests have been made of the purity and the potency of each 


batch made. 


Since then, other amendments to the Act of 1938 have provided 
for the testing and certification of other essential drugs. All costs of 
the certification services are borne by the manufacturer. 

All new drugs put on the market are tested to the extent deemed 
necessary for safety. After the safety of a new drug has been estab- 
lished, it is kept under surveillance with other medicines in accordance 


with the project plan of operation. 
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Misleading Label Statements 


One big job for drug officials is to see that proprietary preparations 
and other medicines are truthfully and informatively labeled. The 
manufacturer’s enthusiasm over their alleged merits, and his eagerness 
to sell them rapidly, may lead him to overstep the bounds of truth and 
exactness in his label statements, and to resort to fiction in his 
advertisements. 


In considering label statements, Commissioner Campbell became 
expert in drawing a line between the too exuberant sales talks of 
proprietors, and the extremely exact and precise understatements of 
the specialists. He was equally successful in training the specialists 
on his staff to apply common sense as well as specialized knowledge 
to label statements, and in persuading sales experts to appreciate the 
enduring value of truthful and informative labeling. When deliberately 
false statements were made on labels, Campbell was as quick to invoke 
the penalties of the law to effect correction as were the most exacting 
specialists on his staff. 


In applying the Act of 1938 and its amendments to specific cases, 
Federal officials are guided by an opinion of the Supreme Court handed 
down by Justice Frankfurter, upholding a conviction under that Act: 


The Food and Drugs Act of 1906 was an exertion of Congress of its power to 
keep impure and adulterated food and drugs out of the channels of Commerce. 
By the Act of 1938, Congress extended the range of its control over illicit and 
noxious articles and stiffened the penalties for disobedience. The purposes of this 
legislation thus touch phases of the lives and health of people which, in the cir- 
cumstances of modern industrialism are largely beyond self-protection. Regard 
for these purposes should infuse construction of the legislation if it is to be 
treated as a working instrument of government and not merely a collection of 
English words. ... 


Trade Committee Confers with Commissioner 


Campbell’s list of engagements one day included a committee 
from a food industry of a New England state. Accompanying the 
committee as it was ushered into his office were members of Congress 
from that state. They had called to ask for a less stringent standard 
of sanitation for their industry. As was his custom, Campbell had 
informed himself of the conditions prevailing in the industry and of 
the difficulties encountered by its members in meeting the require- 
ments of the law. He had sent a specialist to study the problems of 
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the industry and to advise him whether or not the standard of sanita- 
tion prescribed for the industry could be maintained. The staff 
specialist was present at the conference. 

Legends have spread among the members of the Food and Drug 
Administration regarding Campbell’s manner of announcing an adverse 
decision. They spoke of it as “administering the ether.” It was done 
so painlessly. 

The committee from New England, together with their Congress- 
men, were seated in a semicircle about Campbell’s-desk. He opened 
the discussion by stating their problem. He emphasized their difficulties. 
He was sincerely sympathetic with their struggle aginst formidable 
obstacles. He praised those who, by skillfully mastering their produc- 
tion problems, had attained even a higher standard than the law 
required. He stressed the value to the industry of acquiring the 
complete confidence of consumers in the purity of their product, a 
confidence that could be attained and retained only by deserving it. 
He paused, leaned forward all attention, and asked what he could do 
to help them. 


Committee Expresses Gratitude 


When, two hours later, the conference broke up, the spokesman 
for the group said: 

Mr. Campbell, this has been one of the most satisfactory conferences our 
industry has ever had with a representative of the Federal government. We are 
grateful. Thank you for your sympathetic treatment of our problem. 

The staff specialist accompanied the committee members as, jok- 
ing and laughing, they walked down a long corridor. Halfway to the 
door towards which they were headed, one of the group suddenly 
stopped. His eyes widened in bewilderment. With a gesture he 
stopped the others, and asked: “Say fellows, just how much did 
Campbell lower the standard for us?” 

There was a moment of profound silence. Then the spokesman 
of the group exclaimed: “By gad, you are right! Come to think of it, 
he didn’t budge the fraction of an inch!” They were coming out from 
under the ether. 

But they went back to New England and, after a severe struggle, 
licked their technological problems with the aid of specialists sent by 
Campbell. Ever since, the industry has been grateful to the Commis- 
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sioner for holding the line. Consumers, if they had known about it, 
would have been equally grateful. 


Campbell Retires Voluntarily 


Campbell called his staff into his office one morning in April 1944, 
and told us that he was retiring from the Federal service at the close 
of the day. For 37 years, he had directed food and drug law enforce- 
ment campaigns, Few men could have endured the strenuous struggle 
so long. Dr. Alsberg had served for nine years, retiring to less con- 
troversial fields of endeavor at the age of 44. Dr. Wiley had stuck to 
his post for 29 years, but only five of them had involved law enforce- 


ment contests. 

Campbell had reached the age of 66. He realized that the time 
would come when he must slow down in the continuous struggle to 
maintain the high standards of efficiency which gave him so much satis- 
faction. While still at the peak of his physical and mental powers, he 
had recommended to succeed himself a man he had trained for that 
purpose. The recommendation was.approved by Administrator Paul 
V. McNutt, and Campbell turned over leadership to Dr. Paul B. 
Dunbar, who had served with him for over 30 years and had attained 
the rank of Associate Commissioner of Food and Drugs. 

It is gratifying to note that the Food and Drug Administration, 
under the leadership of Commissioner Dunbar with the assistance of 
Charles W. Crawford, Louis D. Elliott, George P. Larrick and a staff 
of specialists, has gone forward with the work along the lines developed 
by their predecessors. What has been achieved since 1944, is recent 
history known to most readers of the Foop Druc Cosmetic Law JOURNAL. 

It has been a pleasure to write this history, inadequate though it 
be, of the achievements of the distinguished leaders who, each in his 
own day, and in his own way, advanced the pure food and drug cause. 

The nation owes a debt of gratitude to Dr. Harvey W. Wiley, the 
zealous crusader, who stirred up the nation to a realization of the need 
for a pure food law and for its vigorous enforcement; to Dr, Carl L. 
Alsberg, the man of vision and of practical idealism, who placed 
enforcement operations on a scientific foundation; to Commissioner 
Walter G. Campbell, an administrative genius and inspirational leader, 
who obtained a more potent law, and created an agency and methods 
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for its more effective enforcement; and to hundreds of others in less 
conspicuous jobs who dedicated their specialized training and enthusiastic 
endeavor to assist the distinguished leaders achieve the enactment and 
the enforcement of the Federal food and drug laws of the nation. 


[The End] 
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Injunction Power Under th 


THE INJUNCTION POWER CONTAINED IN THE ACT 
EFFECTIVELY PREVENTS ADULTERATED AND 
MISBRANDED PRODUCTS FROM REACHING- THE 
PUBLIC THROUGH INTERSTATE COMMERCE 





HE PURPOSE of the Federal Food, Drug, and Cosmetic Act is 
primarily to protect consumers.‘ The Act deals with the adulterat- 
ing and misbranding of foods, drugs, devices, and cosmetics, 
referred to hereinafter as “products,” the definitions of which are fully 


set forth in Section 201 of the Act.? 


Protection of the public is to be 


afforded by applying the provisions of the Act to cover the entire 
journey of such products from the time they enter interstate commerce 
until they reach the ultimate consumer. The proper methods of deal- 
ing with either products or persons violating the provisions of the 
Federal Food, Drug, and Cosmetic Act of 1938 are clearly set forth 
therein and are three in number; namely, seizure power, criminal 


prosecution, and the injunction. 


The first two were found in the 





1United States v. Sullivan, 332 U. S. 
689 [CCH FOOD DRUG COSMETIC LAW 
REPORTS { 7076]. 

2 “Section 201. For the purposes of this 
Act— 

* . * 

“(f) The term ‘food’ means (1) articles 
used for food or drink for man or other 
animals, (2) chewing gum, and (3) ar- 
ticles used for components of any such 
article 

“*(g) The term ‘drug’ means (1) articles 
recognized in the official United States 
Pharmacopoeia, official Homoeopathic Phar- 
macopoeia of the United States, or official 
National Formulary, or any supplement 
to any of them; and (2) articles in- 
tended for use in the diagnosis, cure, 
mitigation, treatment, or prevention of 
disease in man or other animals; and (3) 
articles (other than food) intended to 
affect the structure or any function of 
the body of man or other animals; and 
(4) articles intended for use as a com- 
ponent of any articles specified in clause 
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(1), (2), or (3); but does not include 
devices or their components, parts, or 
accessories. 

“(h) The term ‘device’ (except when 
used in paragraph (n) of this section and 
in sections 301 (i), 403 (f), 502 (c), and 
602 (c)) means instruments, apparatus, 
and contrivances, including their compo- 
nents, parts, and accessories, intended (1) 
for use in the diagnosis, cure, mitiga- 
tion, treatment, or prevention of disease 
in man or other animals; or (2) to affect 
the structure or any function of the body 
of man or other animals. 

““(i) The term ‘cosmetic’ means (1) ar- 
ticles intended to be rubbed, poured, 
sprinkled, or sprayed on, introduced into, 
or otherwise applied to the human body 
Or any part thereof for cleansing, beauti- 
fying, promoting attractiveness, or altering 
the appearance, and (2) articles intended 
for use as a component of any such ar- 
ticles; except that such term shall not 
include soap.’"’ 
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earlier Act of 1906, but there is no reference to any injunction power 
under this earlier act. Therefore, the use of the injunction as a means 
of dealing with violations of food and drug law is relatively new. 

The acts of persons * that can be enjoined under the provisions of 
the Act are stated in Section 301 of the Act and are summarized as 
follows: 

1. Introducing or delivering for introduction into interstate com- 
merce of any product that is adulterated or misbranded. 

2. Adulterating or misbranding any product while it is in inter- 
state commerce. 

3. Receiving in interstate commerce any product that is adulterated 
or misbranded, and delivering or offering delivery thereof for pay or 
otherwise. 

4. Introducing or delivering for introduction in interstate com- 
merce food in violation of the section of the Act pertaining to emer- 
gency permit controls in areas where such controls are necessary for 
the protection of the public health * or drugs in violation of the section 
of the Act permitting the introduction of new drugs under permits 
from the Administrator.® 

5. Manufacturing within any territory any products that are 
adulterated or misbranded. 

6. Altering, mutilating, destroying, obliterating, or removing of 
the whole or any part of the labeling of any product or doing any act 
which would result in any such product being adulterated or mis- 





3 Section 201 (e) of the Act: ‘‘The term * Section 404, Federal Food, Drug, and 
‘person’ includes individual, partnership, Cosmetic Act, 21 U. S. C. 344. 

corporation, and association.’’ 5 Section 505, Federal Food, Drug, and 
Cosmetic Act, 21 U. S. C. 355. 
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branded while such product is held for sale after being shipped in 
interstate commerce, whether or not such sale is the first sale. 

7. Representing or suggesting on the labeling or in the advertis- 
ing of any drug that an application with respect to such drug is effec- 
tive under the section of the Act permitting the introduction of new 
drugs under permits from the Administrator or that such drug com- 
plies with the provisions of that section. 

A proceeding to restrain or enjoin violations of the Act can be 
brought only by and in the name of the United States.® Jurisdiction 
for such a proceeding shall be in the district courts of the United 
States and the United States courts of the territories.*. The adminis- 
tration of the Act comes under the purview of the Federal Security 
Agency and more directly under the Food and Drug Administration. 

For the most part, it appears that the Food and Drug Administra- 
tion has been loath to use the provisions of the Act, preferring instead 
either to seize adulterated and misbranded products and condemn them 
under the provisions of Section 304 of the Act or to prosecute criminally 
the persons responsible for violations of the Act under the provisions 
of Section 303 of the Act. It seems that the Food and Drug Adminis- 
tration will bring injunction proceedings only after repeated prosecu- 
tions under the other provisions of the Act. The Sekov Reducer Pills * 
and Colusa Natural Oil® cases are excellent examples of these tactics. 
In the Sekov case, the product was first seized and a proceeding 
brought to condemn it. The trial court found, in April 1942, that 
the product was actually falsely labeled and this decision was affirmed 
by the Circuit Court of Appeals for the Fifth Circuit *° in December 
1943. Apparently this was not sufficient to convince the manufacturers 
of this product, for in March 1945, the District Court for the Southern 
District of California, after first handing down findings of fact that 
the product was misbranded in that it was dangerous to the health, 
enjoined the defendants permanently from introducing the products 
concerned into interstate commerce.'' The first Colusa case was 
decided in November 1947, when the District Court for the Northern 





® Section 307, Federal Food, Drug, and °78 F. Supp. 721 [CCH FOOD DRUG 
Cosmeti@Act, 21 U. S. C. 337. COSMETIC LAW REPORTS { 7071]. 

7 Section 302 (a) Federal Food, Drug, 10139 F. (2d) 197. 
and Cosmetic Act, 21 U. S. C. 332. 11 Notices of Judgment under the Fed- 

845 F. Supp. 52. eral Food, Drug, and Cosmetic Act, Drugs 
and Devices, Number 1001. 
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District of Iowa found that the product “Colusa Natural Oil” was 
misbranded and ordered that a decree be entered condemning the 
product as such. This decision was affirmed in July 1949, by the Court 
of Appeals for the Eighth Circuit,’* and certiorari was later denied by 
the United States Supreme Court.’* Prior to this time, numerous 
actions had been resorted to by the government for the condemnation 
of this product, in most of which proceedings the manufacturer defaulted 
and judgment was given to the government. In 1942, Chester W. 
Colgrove and one of the corporations that he controlled that manu- 
factured “Colusa Natural Oil” were convicted of violating the Act by 
introducing a misbranded product into interstate commerce. Colgrove, 
through his varied corporations, changed the labeling on Colusa Oil 
preparations so as to omit certain allegations, supposedly to rectify 
the errors found by the courts in the above mentioned seizure actions. 
The government then instituted proceedings, early in 1947, to enjoin 
Colgrove and the corporations under his control from shipping in inter- 
state commerce products without adequate labeling instructions for 
use in treatment of the conditions for which they were prescribed. A 
preliminary injunction was granted,’* and the court made interlocutory 
findings that the product was misbranded. The court then issued a 
permanent injunction with the consent of the defendants. 


In the case of United States v. 184 Barrels Dried Whole Eggs,’ the 
government seized three different batches of the product concerned 
and instituted condemnation proceedings. There was a serious ques- 
tion, however, as to whether two of the batches had ever been intro- 
duced into interstate commerce, which, of course, would defeat the 
condemnation action of the government. At the start of the trial, the 
plaintiff moved to amend the prayer for condemnation by adding an 
alternative remedy of injunctive relief. The theory evidently was that 
if the product could not be condemned as adulterated solely because 
the product had never been introduced into interstate commerce, then 
the manufacturer could be enjoined from ever introducing this product 
into interstate commerce. The court granted the motion, although it 
later dismissed both prayers for relief on the grounds that there was 
not sufficient evidence to prove that the product was adulterated. The 
manufacturer of the product appeared as the claimant in this action 





2176 F. (2d) 554 [CCH FOOD DRUG “83 F. Supp. 880 [CCH FOOD DRUG 
COSMETIC LAW REPORTS {ff 7125]. COSMETIC LAW REPORTS {1 7046). 
3 70S. Ct. 350. % 53 F. Supp. 652. 
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and contended that as this was a seizure and condemnation action it 
was an action in rem and the court could not render an in personam 
judgment. The court, however, reiterated the rule laid down in the 
case of Hipolite Egg Company v. United States ** that where a party is 
before the court in an in rem proceeding, the court has the power to 
render an in personam judgment. 

In several instances the injunction has been used to prevent the 
introduction into interstate commerce of adulterated food products 
where the adulteration is caused through no fault of the manufacturer, 
and where, in fact, the manufacturer was making every effort to clean 
up his plant and his product. In United States v. Swift & Company 
and Bates," the defendant was making every effort possible to improve 
the quality of the cream bought from local suppliers in the vicinity of 
its Macon, Georgia plant. The court found, however, that conditions 
were such that inevitably a large part of the cream would contain 
insects and no amount of good faith on the part of the defendant could 
rectify the situation. The court, therefore, felt that it was in the 
public interest that it exercise its discretion and enjoin the defendants 
from shipping cream products made at this plant in interstate com- 
merce. The same situation arose in the case of United States v. Lazere,'* 
where the defendant operated a bakery that was the subject of criti- 
cism by the Food and Drug Administration for unsanitary conditions 
in the plant. The defendant contended that he was making every 
effort to rectify the situation. The Administration, however, found 
that conditions were still unsatisfactory, and the government insti- 
tuted a proceeding to enjoin the defendant from introducing this 
product into interstate commerce. The court granted the injunction, 
stating that the Act does not provide that persons shall avoid putting 
filthy foods into interstate commerce only when possible, but rather 
that if they cannot prepare foods properly, then they should not be 
allowed to produce them at all. 

Another use of the injunctive power was illustrated in the “Egg- 
O-Milk” case ?® where the mislabeling of the products involved was so 
gross that the court required the defendant either to change the name of 
his product or to include on the label the fact that the quantity of egg 





16 220 U. S. 45. ” United States v. Obrecht, etc., Notices 
1753 F. Supp. 1018. of Judgment under the Federal Food, 
18 56 F. Supp. 730. a and Cosmetic Act, Foods, Number 
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and milk therein was in very small quantities. Here there was nothing 
wrong with the product, as such, it was just the labeling that did not 
comply with the provisions of the Act. The court could not prevent 
the shipment of this product under a proper label, hence the court went 
into considerable detail as to what it considered a proper label. The 
court said that the defendant was in no way to mislead the public 
as to the contents of this product, and this included the use of the 
words “Egg-O-Milk” on the letterhead of the company. Although the 
use of this term on the letterhead would not appear to be part of 
the labeling of the product, and therefore was not a strict violation of 
the Act from a practical viewpoint, the court was probably able to 
carry out this point as the injunction order could only be vacated or 
modified upon compliance with the court’s terms, and here compliance 
meant the removal of the name “Egg-O-Milk” from its letterhead. 

In the “Egg-O-Milk” case discussed above, the court said that 
the granting of an injunction under the Federal Food, Drug, and 
Cosmetic Act does not depend on whether somebody has been actually 
harmed or deceived, but rather whether the labeling and the offering 
for sale were false and misleading. But the government must show 
that there is a definite possibility of a future violation and harm to the 
public. The injunction cannot be used as a punishment for past viola- 
tions of the Act.*° The courts have also stated that the Act is broad 
enough to allow issuance of an injunction even though there was no 
knowledge or willful act on the part of the defendant.” 

The court cannot enjoin any and all shipments of a product. 
It can enjoin only those where the product is adulterated or the labeling 
violates the provisions of the Act. This principle is clearly set forth 
in the case of Hygrade Food Products v. United States.** Here the gov- 
ernment obtained an order in the district court enjoining Hygrade from 
shipping in interstate commerce any of its products processed and 
manufactured at its Manchester, Iowa plant. The order provided 
that after a period of two years Hygrade could move to modify the 
judgment provided it could be proved that such products produced at 
this plant were free from filth and contamination. On appeal the order 





*” Hygrade Food Products Corporation 
v. United States, 160 F. (2d) 816 [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
1 7048]. 
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21 United States v. Cowley Pharmaceu- 
ticals, Inc., Notices of Judgment under 
the Federal Food, Drug, and Cosmetic 
Act, Drugs, Number 2961. 

2160 F. (2d) 816 [CCH FOOD DRUG 
COSMETIC LAW REPORTS {f 7048]. 
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of the lower court was modified so as to enjoin shipping in inter- 
state commerce only the products that were adulterated in violation 
of the Act and not the products which were pure. The two-year ban 
against an application for relief was also modified on the grounds that 
it was a punishment and not a preventive remedy. The circuit court 
said that the injunction decree should be an ambulatory one and subject 
to adaption as events may change. The court said that jurisdiction 
of the cause should be retained for the purpose of enforcing or modify- 
ing the judgment as was appropriate. 

The action of the district court in the Hygrade case in enjoining 
the shipment of all products from this plant is what probably strikes 
greater fear into the minds of manufacturers than anything else. The 
losses from either seizure or criminal prosecutions can usually be 
figured in so many dollars and cents. But the threat of closing down 
an entire business is a prospect that no executive likes to contemplate, 
and it appears that manufacturers are more prone to rectify the causes 
of the violations when injunction proceedings are threatened than they 
are in the case of condemnation or criminal prosecution. The limitation 
of the injunction to only those products that are adulterated or mis- 
branded is evidently not fully appreciated by those unfamiliar with 
the law. 

The Act states ** that violations shall be restrained in accordance 
with the provisions of Section 17 of the Clayton Act.** Essentially, the 
applicable provisions require that notice of an application for a re- 
straining order or temporary injunction shall be given to the opposite 
party. An exception is made in the case of a temporary restraining 
order where it clearly appears from specific facts that immediate and 
irreparable harm will result to the applicant unless such restraining 
order is given. The order will expire within ten days unless good 
cause is shown for its extension. When such a restraining order is 
issued without notice to the other party, the matter of issuing a pre- 
liminary injunction shall be heard as soon as possible and takes a 





% Federal Food, Drug, and Cosmetic October 15. 1914, as amended (U. S. C., 
Act. Section 302 (a)—‘‘The district courts 1934 ed., Title 28, Section 381), to restrain 
of the United States and the United States’ violations of Section 301, except para- 
courts of the Territories shall have juris- graphs (e), (f), (h), (i). and (j).”’ 
diction, for cause shown, and subject to *28 U. S. C. 381. This section was re- 
the provisions of section 17 (relating to pealed by Act of June 25, 1948, Chapter 
notice to opposite party) of the Act en- 646, Section 39. Its provisions are now 
titled ‘An Act to supplement existing laws incorporated in subdivisions (a) and (b), 
against unlawful restraints and monop-- Rule 65, Federal Rules of Civil Procedure. 
olies, and for other purposes,’ approved 
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precedence over all other matters except those of a similar nature. 
The opposite party may, upon two days notice to the applicant, appear 
and move to vacate or modify the order, and in this event the court 
shall proceed to hear and determine the motion as expeditiously as 
required. It is to be noted that when the United States is the applicant 
for a restraining order or preliminary injunction no security is required.*° 

The scope of an injunction order issued under the Federal Food, 
Drug, and Cosmetic Act was illustrated in the first motion to dismiss 
the information in a contempt proceeding in the Dean case.*® An order 
had been obtained permanently enjoining the Dean Corporation from 
introducing their products into interstate commerce. W. J]. Dean, the 
president of the corporation, thereafter transferred the assets of the 
corporation to certain individuals forming a partnership. These indi- 
viduals had not been named as defendants in the injunction proceeding, 
but the government alleged that they had actual knowledge of the 
contents of the injunction order. The court granted the government 
leave to amend its information stating that under the Federal Rules of 
Civil Practice,?’ mere knowledge in and of itself of the injunction order 
and its contents would not make a person, not a party to an injunction 
suit, liable for contempt for an act not done in collusion or participa- 
tion with a party bound by the injunction. As the corporation was the 


only defendant in the injunction proceeding, the individuals named in 


the contempt proceeding could not be named as “defendants,” but 


‘ 


rather as “contemners,” and the government was required to show that 
more than a relationship of assignor and assignee existed between the 
corporation and the individuals. The court did state, however, that 
the assignees of the title to the defective products could be enjoined 
from shipping the adulterated stock in interstate commerce. The in- 
junction order was directed partly against the corporation and re- 
strained them from shipping any quantities of defective products that 
it now had or would later acquire. This was the in personam phase 
of the order. The other part of the order, known as the in rem phase, 
was directed against a specific stock of the product and enjoined the 
shipment of any part of this stock in interstate commerce. The court 
held that this latter prohibition enjoined the shipment of this stock 
no matter who might subsequently acquire it. The in personam phase, 





*% Rule 65 (c), Federal Rules of Civil 7 Rule 65 (d), Federal Rules of Civil 
Procedure Procedure 
* 71 F. Supp. 96 


Injunction Power Under the Act Page 795 





however, was binding only on those who were parties to the decree or 
in privity with them. 

The second motion to dismiss the information in the contempt 
proceeding against the Dean Company was based on the statute of 
limitations.2® The defendants, or contemners, contended that inasmuch 
as the Act states *° that violations of an injunction issued thereunder 
are to be tried in accordance with the provisions of Section 387 of 
Title 28, U. S. C., which is Section 22 of the Clayton Act, all the 
provisions of the Clayton Act were applicable, including the one-year 
statute of limitations. Section 28 of the Clayton Act, however, expressly 
excludes from the provisions of that Act contempts committed where 
the prosecution has been brought in the name of, or on behalf of, 
the United States. Thus, if there were no reference to the Clayton Act 
in the Food, Drug, and Cosmetic Act, the three-year general statute 
of limitations would apply. The court ruled that Congress intended 
that only the provisions of Section 22 of the Clayton Act which 
governed only the procedure to be followed in contempt proceedings 
was applicable to the Food, Drug, and Cosmetic Act, and that the 
remaining provisions of the Clayton Act did not apply in contempt 
proceedings under the Food, Drug, and Cosmetic Act. The effect of 


the court’s ruling was that contempt proceedings were not barred by 
the one-year statute of limitations, but were governed by the three-year 


statutes. 

As stated above, Section 302 (b) of the Food, Drug, and Cosmetic 
Act states *° that Section 22 of the Clayton Act governs the conduct 
of a trial for violation of an injunction issued under the Food and Drug 
Act, with the added provision that in all cases, the accused is entitled 
to demand a trial by jury. In the 1948 revision of the Judicial Code 
of the United States, the provisions of Section 22 of the Clayton Act 
were incorporated in Sections 402 and 3691 of the United States Code, 
Crimes and Criminal procedure.** Although Section 302 (b) of the 
Food, Drug, and Cosmetic Act has not as yet been amended to reflect 





372 F. Supp. 819 [CCH FOOD DRUG jury. Such trial shall be conducted in 


COSMETIC LAW REPORTS {f 7061]. 

2” Federal Food, Drug, and Cosmetic 
Act, Section 302 (b): 

“In case of violation of an injunction 
or restraining order issued under this 
section, which also constitutes a violation 
of this Act, trial shall be by the court, 
or, upon demand of the accused, by a 
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accordance with the practice and proce- 
dure applicable in the case of proceedings 
subject to the provisions of section 22 of 
such Act of October 15, 1914, as amended 
(U. S. C., 1934 ed., title 28, sec. 387).’’ 
%® See footnote 29 for context of statute. 
% Title 18, U. S. C. 
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the changes in the Judicial Code, it is presumed that Congress did 
not intend to vary the procedure previously established. This pro- 
cedure, in effect, provided that where it became apparent to a district 
court or judge thereof, either by return of a proper officer on lawful 
process, or upon affidavit of some credible person, or by information 
filed by any district attorney, that there is reasonable ground to 
believe the injunction order has been violated, the court shall issue an 
order to show cause why the person enjoined should not be punished. 
If that person has not sufficiently purged himself on the return day, 
a trial shall be ordered. If good cause is shown to the court, the 
order to show cause may be dispensed with and attachment may issue 
for the arrest of the person charged with contempt. Penalties are 
imposed for failure to appear on the return of the order to show cause. 
As previously mentioned, Section 302 (b) of the Food, Drug, and 
Cosmetic Act gives the accused a right to demand a trial by jury. If 
the accused is found guilty, the court has discretion either to fine or 
imprison the accused or both, but in the case of a natural person the 
fine cannot exceed $1,000 nor shall such imprisonment exceed the term 
of six months. 

It can thus be said that the injunction power contained in the 
Federal Food, Drug, and Cosmetic Act is an effective means of pre- 
venting adulterated and misbranded products from reaching the public 
through interstate commerce. Although the use of this weapon has 
so far been limited, it has great possibilities in preventing unscrupulous 
manufacturers, who will resort to every known trick and deceit to 
evade the provisions of the Act, from putting their product on the 
market until they can show to the satisfaction of a court that the 
quality or the labeling of their product meets the requirements of 
the Federal Food, Drug, and Cosmetic Act. [The End] 


Defense Activities 
The appointment of Rufus E. Miles, Jr., as Assistant 
Administrator for Defense Activities of the Federal Security 
Agency has been announced by Federal Security Administrator 
Oscar R. Ewing (Federal Security Agency Release B1, October 
26, 1950). 
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be even stronger than it was in 1950 
(Bureau of Agricultural Economics 
Report for November). 


Grasshopper Control.—The important 
cooperative grasshopper, Mormon cricket, 
and chinch bug control programs of 
the Department of Agriculture are under 
new leadership. Paul A. Hoidale, pres- 
ent leader of the Bureau’s Division of 
Mexican Fruit Fly Control has been 
selected to succeed Dr. Claude Wake- 
land as leader of the Division of Grass- 
hopper Control (Agricultural Research 
Administration Release, November 2). 


Soft Corn as Hog Feed.—Soft corn, 
hot-air-dried at temperatures ranging 


from 95 to 135 degrees, is about equal 
to mature corn in feeding hogs, pro- 
viding no spoilage develops before the 
corn is dried. When soft corn is dried 
at temperatures below 95 degrees, some 
enzyme spoilage results. Tests with 
laboratory animals, however, show that 
this loss can be corrected by adding 
two amino acids, lysine and trypto- 
phane. Loss in feed value also resulted 
when drying temperatures exceeded 135 
degrees. This also can be cor- 
rected by feeding supplements of soy- 
bean and alfalfa meal (Agricultural 
Research Administration Release, No- 
vember 4). 


loss 


Chemicals in Food Products 


The following is a report, which was 
presented before the Division of Food, 
Drug and Cosmetic Law of the Amer- 
ican Bar Association, Washington, 
D. C., September 20, 1950, by Vincent 
A. Kleinfeld, Special Assistant to the 
Attorney General on loan as Chief 
Counsel to the Select Committee of the 
House of Representatives to Investi- 
gate the Use of Chemicals in Food 
Products. 

I hope I shall be forgiven if, in the 
four minutes allotted to me, I do not 
attempt to deliver a learned or scholarly 
paper. Dr. Dunbar and Mr. Goodrich 
have adverted to the three-judge dis- 
trict court which, last year, held that 
the Attorney General, the Federal Se- 
curity Administrator, the Commissioner 
of Food and Drugs, and other govern- 
ment officials had acted illegally, arbi- 
trarily, capriciously, unreasonably (and 
I believe other adverbs of similar im- 


port were used), in making multiple 
seizures of a vitamin and _ mineral 
product. The Supreme Court reversed 
the judgment of the statutory court. 
Today, however, I was scheduled to 
appear before the latter court, which 
had been requested to perform the 
unique task of overruling the Supreme 
Court. In view of the history of the 
case and the interesting nature of the 
application before the three-judge court, 
I was looking forward with anticipa- 
tion to appearing before that court. 
Two of the three judges, however, had 
not been notified of the date set for 
hearing on the application. Unfortu- 
nately for me, therefore, and unfortu- 
nately for you people, that is why I 
am here. 

The work of the Select House Com- 
mittee to Investigate the Use of Chem- 
icals in Food Products has only begun. 
It is difficult, at this time, to do more 
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than state briefly and somewhat ex- 
temporaneously what the general ob- 
jectives of the committee are. It seems 
clear that there is an important problem, 
from the viewpoints of both the public 
health and the agricultural economy, 
created by the increasing use of chem- 
icals and synthetic substances in food 
products. I shall not attempt to define 
what a chemical is for the purposes 
of the problems with which the com- 
mittee is concerned. That, of course, 
is a distinct and difficult question which 
will have to be studied carefully when 
any legislation is recommended to the 
Congress. 

The resolution establishing the com- 
mittee calls for an investigation into 
the problem of public health created by 
the use of chemicals in foods, including 
the effect on the agricultural economy, 
as well as into the related problems of 
insecticides and fertilizers. It will be 
seen, consequently, that the scope of 
the committee’s task is extremely com- 
prehensive. It will be the committee’s 
duty, after the investigation has been 
completed, to determine whether legis- 
lation is required in the public interest 
and, if so, what type of legislation 
should be enacted. 

I believe that the industries affected 
by the work of the committee are 
fortunate in the caliber of the Con- 
gressmen who have been selected as 


members and chairman. They are public- 
spirited men with a real concern for the 
public interest, and with a background 
which will undoubtedly help the com- 
mittee in functioning. Two members 
are physicians, one is an _ industrial 
chemist, one is a publisher, and three 
are attorneys experienced in evaluating 
evidence. The Chairman, James J. 
Delaney, of New York, is an extremely 
able man with a brilliant record as an 
attorney and legislator. 

It would be presumptuous of me, of 
course, to attempt to speak on behalf 
of the committee. This much, how- 
ever, I am certain I can safely state. 
The committee is seeking facts, opin- 
ions, and recommendations from per- 
sons whose background and training 
qualify them to testify. This the com- 
mittee has done in the hearings held 
so far, and this the committee will con- 
tinue to do, no matter what the point of 
view of the witness may be. The com- 
mittee is not approaching the serious 
problems before it with any idea that 
sensational testimony will be adduced, 
but rather as a fact-finding board. Cer- 
tainly the committee is cognizant of 
the grave responsibility to both the 
public and the affected industries which 
has been vested in it. It is with this 
responsibility in mind that the work 
of the committee will be carried on. 











The Chemical Analysis of Foods. 
Henry Edward Cox. The Sherwood 
Press, Box 1551, Main Post Office, Wash- 
ington 13, D. C. 1950. 340 pages. $8. 

This fourth edition of a work widely 
recognized as standard for twenty-five 
years brings up to date methods of 
examining food and detecting adulter- 
ants. Necessarily, discussion of certain 


Reports to the Reader 


obsolete methods has been eliminated 
to make room for new subjects. 

New matter includes the expansion 
of methods for determination of various 
trace elements and preservatives, and 
of methods for the chemical or bio- 
chemical estimation of certain of the 
vitamins. There are new data on 
baking powders, vinegars, soya meal, 
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onions, meat extracts, sausages, toma- 
toes, ketchups, egg products, and other 
foodstuffs. Throughout the book, only 
well tried methods of analysis are 
given, with references to sources of 
further information. 

The value of this manual as a refer- 
fence to food law is limited to the 
British area. But the thorough cover- 
age of all commercial foods, with ample 
illustrations of testing methods, will 
have a universal appeal. 


A Practical Manual of Standard Legal 
Citations. Miles O. Price. Oceana Pub- 
lications, 461 West 18th Street, New 
York 11, New York. 1950. 106 pages. $2. 

For twenty years, says the author 
of this book, he has witnessed time- 
wasting frustration on both sides of 
a law library loan desk, and he feels 
that most citations fail because, in 
trying to save the citer’s time and space 
(ten seconds of one, a quarter-inch of 
the other”), they omit vital information. 


The subtitle of this book describes 
it as “Rules, Rationale and Examples 
of Citations to Authority for Lawyers, 
Law Students, Teachers and Research 
Workers.” The author is librarian of 
the Columbia University Law Library. 
He says: “I am convinced that the 
good citation, no matter what its form, 
possesses the following elements: an 
abbreviation of recognizable meaning, a 
date, the notation of the court deciding 
a cited case, if not evident on its face, 
and a parallel citation. Too many ab- 
breviations are meaningless out of their 
context.” 

There is only one standard by which 
to judge whether or not a citation 
achieves its purpose. The purpose is to 
lead the reader to the work cited, and 
if it does that, without necessitating re- 
course to other sources, it is a good and 
successful citation. The large area of 


variation in this field is recognized. 
But the author feels that his tabulations 
are based on common sense and are 
easily comprehended and remembered. 


Since there is so much variation in 
the form that citations take, it is impor- 
tant to know what standards the author 
used to arrive at the rules he lists. He 
says: “I have carefully analyzed the 
citation practice of some three hundred 
briefs and as many opinions, about 
evenly divided among Federal. and 
State courts and Federal administrative 
agencies, and have examined the output 
of some forty different law reviews; 
and the resulting analysis is responsible 
for what I hope and believe to be a 
statement of good standard practice. 
Whatever emphasis there may be is 
upon the official briefs submitted to 
Federal courts and agencies. The 
United States Government Printing Office 
Manual of Style (1945) has been the 
arbiter wherever pertinent, and any 
departures from it have been noted. 


“Law review practice, as frequently 
referred to in this manual, for practical 
purposes means the rules formulated 
in the pioneer citation manual, A 
Uniform System of Citation, Form of 
Citation and Abbreviations, a joint pub- 
lication of the law reviews of Columbia, 
Harvard, Pennsylvania and Yale, now 
in its eighth edition. These rules are 
observed by the great majority of 
American law reviews.” 

The contents of the manual are 
divided as: statutory material, case ma- 
terial, foreign law, services, treatises, 
reports, periodicals, page citations and 
numerals, quotations in briefs, indexes 
to briefs, capitalization, abbreviations, 
typography and an index. The need 
for such a book as this is great; but 
the need for its widespread use is even 
greater. 
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Other Helpful, Informative CCH Magazines 





TAXES—The Tax Magazine 





Labor Law Journal 


% Specifically designed and edited to promote 
sound thinking on labor law problems, the 
Labor Law Journal presents timely articles 
concerned with the intimate and complex 
relationship of Law, Labor, Government, Man- 
agement, and Union. Month after month, the 
Journal brings you the serious thinking, the 
reasoned conclusions, the viewpoints, and atti- 
tudes of leaders of thought and action—on 
significant, pivotal labor law problems. 

Specialists in that field—from government, 
law, union, education, management — treat 
troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled— 
nothing is “slanted.” Issued monthly; sub- 
scription rate—$6 a year. Sample copy on 
request. 
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% This magazine is published to promote sound 
thought in economic, legal and accounting 
principles related to all federal and state taxa- 
tion. . . . To this end it contains signed arti- 
cles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and 
administrative rulings relating to tax laws, and 
other tax information, book reviews, etc. . . 

The editorial policy is to allow frank discus- 
sion of tax issues. Subscription rate—$6 for 
12 monthly issues. Write for sample copy 


TAXES 


C]he TAX MAGATINE s 
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Insurance Law Journal 


% Month after month, this helpful magazine 
prescnts timely articles on pertinent subjects 
of insurance law, digests of recent decisions, 
comments on pending legislation, rulings of 
state commissioners and attorneys general, 
and other features reflecting the changing 
scene of insurance law. The Journal is edited 
exclusively for insurance law men, by insur- 
ance law men. Emphasis is on the insurance 
law fields of Life, Health and Accident, Fire 
and Casualty, Automobile, and Negligence. 
Issued monthly ; subscription rate—$10 a year, 
including a handsome binder for permanent 
filing of each monthly issue for a year. Send 
for a sample copy. 
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